Medical Facilities Planning Section
Draft Summary

PETITIONS and COMMENTS - SUMMER 2007
TECHNOLOGY AND EQUIPMENT

PETITIONS

Linear Accelerators

PETITIONS
1) [Moses Cone Health System|
Requests an adjusted need detenmination in Linear Accelerator Service
Arca 12 (Guilford & Rockingham) to add one (1) linear
accelerator with stereotactic radiosurgery capabilities

COMMENTS
Jim Whiting — support need determination for a linear accelerator with
stereotactic radiosurgery capability for Moses Cone Health System

Dr. Henry Pool  Letter of support - Moses Cone linac

2)|Cape Fear Valley Health Sysleml
Requests an adjusted need determination for CyberKnife Stereotactic
Radiosurgery in Service Arca 18

COMMENTS [received separate from the Cape Fear’s petition itself

Dr. John Henley, Jr. - Letter of support - Cape Fear Valley Health System cyber kmfe

N.C. Senator Tony Rand - Letter of support - Cape Fear Valley Health System cyber
knife

David J. Masterson - Letter of support  Cape Fear Valley Health System cyber kmife
John G. Buie. Jr. - Letter of support - Cape Fear Valley Health System cyber kmfe

Former N.C. Rep. Bilt Hurley - Letter of support — Cape Fear Valley Health System
cyber knife

UJ.S. Rep. Robin Hayes - Letter of support — Cape Fear Valley Health System cyber
knife

Harold L. Godwin, M.D. - Letter of support — Cape Fear Valley Health System cyber
kmfe

James D. Devane - Letter of support  Cape Fear Valley Health System cyber knife



Mary Buie, R.N. - Letter of support -- Cape Fear Valley Health System cyber knife
Mary G. Buie, R.N. - Letter of support - Cape Fear Valley Health System cyber knife

Richard L. Player - Letter of suppori — Cape Fear Valley Health System cyber knife

3)[Rex Hospital |
Requests an adjustment to the inventory of linear accelcrators shown on
pages 109 and 111 of the Proposed 2008 SMFP to correct the omission of
the Franklin Regional Cancer Center

[PET Scanners |
PETITIONS
| The Presbyterian Hospitall
Proposes an adjustment to the need methodology in the Proposed
2008 SMFP, Tablc YM, pg. 122, to show a need determination for a fixed
dedicated positron emission tomnography (PET) scanner in Health
Service Area (HSA) 111

COMDMENTS pelated to the PET Scanner petition for The Presbvterian Hospital
allace C. Hollowell  Attormey - Comment — Presbyterian Hospital - Support PET scanner
nced determination in Proposed 2008 SMFEFP in HSA 111

Dr. Robert Quarles - Comment  Nuclcar Medicine and PET Medical Director - Presbyternian
Hospital - PLT scanner

Wendy Burkart - Comment - Director of Radiology Services - Presbyterian Hospital
PET scanner

Cindi Gilbert - Comment  Supervisor of PET Services - Presbyterian Hospital - PET scanner

Dr. L. Scott McGinnis - Comment  Radiation Therapy Medtcal Director - Preshytertan
Hospital - PET scanner

COMMENTS pelated to the Need Determination in HSA Il in the Proposed 2008 SMFP
Gregory J. Beier - Noah Huffstetler 11 - Forsyth Medical Center - support the
need methodology in the Proposed 2008 SMFP, Table 9M, pg. 122, which shows
anced determination for a fixed dedicated positron enission tomography (PET)
scanncer in Health Service Arca (HSA) 1.

Wallace C. Hollowell Comment  Forsyth Medical Center - Support PET scanner need
determination tn Proposed 2008 SMFP in HSA I



Dr. Vito Basile - Comment - - Medical Director of Radiology - Forsyth Medical Center —
PET scanner

Carmine Plott, Ph.D. - Comment - Radiation Safety Officer Forsyth Medical Center - PET
scanner

Devi Mecum - Comment - Radiology Clinical Manager - Forsyth Medical Center - PET s
canner

Sharon Murphy - Comment — Executive Direetor, Regional Cancer Center - Forsyth Medical
Center - PET scanner

PETITIONS
| 1} Alliance Imaging Inc. |
Petitions for a change in Chapter 9 of the Proposed 2008 SMFP to include the
following statement:
“There is no need for any additional mobile magnetic resonance imaging
scanners anywhere in the State.”

2) Ashe Memorial Hospital
Petitions for an adjusted need determination for one (1) fixed MR1 scanner
For Ashe County

COMMENTS
R.D. Williams, CEO Ashe Memonal Hospital In support of adjusted need determmation for one
fixed MRI scanner in Ashe County

3) Greensboro Orthopaedics, P.A.
Petitions for an adjusted need determination for one (1) MRI Scanner
For Guilford County

COMDMIENTS
David Mever - In support of adjusted need determination for one fixed MRI scanner in Guilford
County

| 4) HOPE, A Women’s Cancer Center |
Petitions for an adjusted need determination for one (1) dedicated breast
MRI scanner for HSA 1

| COMMENTS
Mariann Smith - In support of dedicated breast MR1 scanner in Buncombe
County to serve residents in HSA L.
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Upright MRI COMNMENTS

Mike Vicario - Comments - Upright MR]

Ruben Fernandez  Comments - Upright MRI

F. Det Murphy, Jr -- Comment — Multi-Position MRI

Charles Wilson  In support of the need determination published in the
Proposed 2008 SMFP for four (4) mulii-position MRI Scanners to be located in
Western and Eastern N.C.

Mark Jensen — Comments - Upright MRI

Dr. Mark Ragozzino — Comments - Upright MRI

Bruce Elder - MedQuest - Commients  Upright MRI

Michael Freeman - Comments — Wake Forest University  Upright MRI

Dr. David C. Clark  against the upright MRI petition

Dr. Robert E. Schaaf - against the upright MR1 petition

Dr. Jim Montgomery - Opposes the need determination published in the Proposed
2008 SMFEP for four (4) multi-position MRI Scanners to be located in Western
and Eastern N.C.

Dr. Michacl MclLaughlin - Opposes the need determination published in the

Proposed 2008 SMFP for four (4) multi-position MRI Scanners 1o be located
in Western and Eastern N.C.

OTHER MRI COMMENTS

Peter W. Acker  MRI Need Determination m Lincoln County

David French -- Clanfication correspondence — Park Ridge Hospital

| (Cardiac Cath |
PETITIONS
| 1) Halifax Regional Medical Center |
Requests an adjusted need determination for shared fixed cardiac
cathelenzation equipment in Halifax County




COMMENTS

Supplemental Information for Petitions filed by Halifax Regtonal Medical Center and Scotland
Memorial Hospital for Special Need Determination for Shared Fixed Cardiac Cathetenization
Laboratories in Halifax and Scotland Counties

William Mahone - - in support of an angiography suite and cardiac cathcterization
lab at Halifax Regional

Diane Barlow - - in support of an anglography suite and cardiac catheterization
lab at Halifax Regional.

Karen Dantels - in support of an angiography suite and cardiac catheterization
lab at Halifax Regional.

Michael Joyner — in support of an angiography suite and cardiac catheterization
lab at Halifax Regional.

2) Scotland Memorial

Requests an adjusted need determination for shared fixed cardiac
catheterization equipment in Scotland County.

COMDMENTS

supplemental Information for Petitions filed by Halifax Regronal Medical Center and Scotland
Memonal Hospital for Special Need Determination for Shared Fixed Cardiac Cathetenization
Laboratorics in Halifax and Scotland Counties

Gregory . Wood - support of Scotland County for a tixed cardiac catheterization lab

Ruth Glaser  support of Scotland County for a fixed cardiac catheterization lab

8-16-07 $:30 p.m.
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AUG G5 7307
MOSES CONE HEALTH SYSTEM
Medical Faciliries
Petition for Adjusted Need Determination Plawning Secrion
Proposed 2008 State Medical Facilities Plan
Addition of Need for a Linear Accelerator with Stereotactic Radiosurgery
Capabilities in Linear Accelerator Service Area 12

Moses Cone Health System (MCHS) submits this petition to the State Health
Coordinating Council (SHCC) requesting an adjusted need determination in
Linear Accelerator Service Area 12 (Guilford and Rockingham Counties) to add
need for one (1) new piece of linear accelerator equipment with stereotactic

radiosurgery (SRS) capabilities.

Background
Stereotactic radiosurgery is an advanced form of radiation therapy that combines

stereotactic (three dimensional) localization with multiple cross-fired beams from
a collimated radiation source from outside the body. This technology allows
delivery of a high dose of radiation to a treatment site while keeping the exposure
of healthy tissue at a safe level.” As a result, larger and more effective doses of
radiation can be administered in fewer treatment sessions to a more precise
location. SRS can be used to treat tumors that cannot be treated with traditional
radiation therapy or surgical technigues because of their |ocation, number, size,
shape or proximity to vital tissues or organs, or because of the age or health of

the patient.

As will be discussed subsequently, SRS is establishing a unigue role as a highly
effective therapy for a growing number of tumor sites. Despite this role, the
Certificate of Need Section has determined that SRS is a form of linear
accelerator equipment, and this petition is submitted in the context of this

determination.

! Image-Guided Radiosurgery in the Treatment of Spinal Metastases, Murphy, at al.
Neurosurgical Focus. 2001 Dec 15; 11(6).e6.




Rationale for Adjusted Need Request

An adjusted need determination for an SRS-capable linear accelerator is
essential to providing state-of-the-art care to the patient population of Linear
Accelerator Service Area 12 that currently lacks access to this technology within
the defined service area, has a sufficient patient population base to support SRS
(greater than 500,000 residents), yet cannot currently acquire SRS technology
without negatively affecting existing capacity for established radiation therapy
services. The following discussion presents the rationale for approving the

requested adjusted need determination.

Clinical Applications

Stereotactic radiosurgery clinical applications are both proven and expanding.
SRS technology has been used for more than 30 years, and over 100,000
patients have been treated worldwide. In its earliest form, SRS was used to treat
only intracranial (head and neck) tumors or lesions via a Gamma Knife. This
system, however, utilizes a rigid metal frame that is fixed to the patient's skull,
immobilizing the head so that damage to the healthy tissue surrounding the
tumor is minimized when the radiation is delivered. Advancements in technology
that can provide SRS via a linear accelerator now enable the delivery of high
doses of radiation to intracranial tumors without a metal head frame or to
extracranial tumors, such as spine, lung, prostate, liver, and pancreas, while
maintaining and even improving submillimeter accuracy to target the tumor or

lesion.

Linear accelerators with SRS capabilities are manufactured by Elekta, Novalis,
Accuray, Tomotherapy and Varian. This petition does not attempt to highlight
one manufacturer over another; rather, this petition seeks to add SRS
capabilities to the complement of radiation therapy services provided to residents
of Linear Accelerator Service Area 12 without diminishing existing capabilities for

traditional radiation therapy.




SRS is one of the fastest-growing areas of oncologic radiation therapy. Sg2, a
health care intelligence firm, forecasts that SRS for the treatment of intracranial
cancer will grow 108% over the next ten (10) years and SRS for extracranial
cancer treatment will grow an astonishing 255% over the next ten (10) years.
Intracranial utilization of SRS will increase as the technology is used for patients
with multiple or recurrent brain lesions once thought to be untreatable. as clinical
efficacy improves for non-cancer indications, such as functional disorders and
acoustic neuromas, as incidence of brain metastases increases due to improved
survival rates for other primary cancers, and as public awareness and interest in
receiving state-of-the-art care increases. Additional factors affecting an increase
in utilization of SRS for extracranial applications include growing clinical efficacy
of extracranial applications and non-cancer indications, such as benign tumors,
increased cancer incidence as a result of an aging population and treatment
advances that extend patient longevity, and increasing public awareness and

interest in receiving state-of-the-art care.?

Physician support for the addition of SRS equipment in Service Area 12 is well
established; this support underscores the need for the proposed adjusted need
determination. Because SRS is capable of treating both intra- and extracranial
tumors, neurosurgeons, oncologists, and radiation oncologists all support the
need for availability of SRS for a variety of clinical applications, as evidenced by

support letters presented in Exhibit {.

Geographic Access
Current access to intra and extracranial SRS technology for patients living in
Service Area 12 is limited. Table 1 lists the current providers of stereotactic

radiosurgery in North Carolina and the associated SRS technology.

2 S92 Clinical Intelligence. Stereotactic Radiosurgery: Strategies for Success. 2006.




Table 1
Current North Carolina SRS Providers

Hospital/Facility and SRS-Capable Intra/Extracranial Number of
City Equipment Capability Procedures

: FY 2006
NC Baptist Hospital, Gamma Knife, Intracranial Onty. Gamrggskmfe -
Winston-Salem SRS Linac Intra and Extracranial SRS - 24
Carolinas Medical Not ational
Center ~ Northeast. Cyberknife Intra and Extracranial in?:?:?o'(?ga
Concord
Carolinas Medical . , ,

| Center, Charlotte Novalis SRS Linac Intra and Extracranial 95

gmc Hospitals. Chapel SRS Linac Intra and Extracranial 62
Duke University Varian SRS Linac and :
Hospital, Durham Xknife intra and Extracranial 115
Memorial Mission Cyberknife Intra and Extracranial 272

| Hospital, Asheville

Gamma Knife and

Pitt County Memorial CONIapphcahon Intracranial Ionly for Gamma Knife
) pending for Garmma Knife, Intra and
Hospital/Brody School c . ) SRS 105
of Medicine. Greenville ype_rkm e to replace e_xtracramal for SRS - 0
’ existing SRS-capable | Linac
unit
Carolina Radiation Varian SRS Linac Intra and extracranial 24

Medicine, Greenvilie

Source. Proposed 2008 State Medical Facilities Plan, facility websites, and “Robot Performs
Cancer Surgery”, News and Observer, July 2, 2007. newsobserver.com.

Exhibit [l presents 2 map depicting the location of these established SRS
providers in North Carolina. Several regions within the state experience
excessive distances and travel times for stereotactic radiosurgery, often leading
to greater hardships on patients and their families and/or the limitation of referraf
opportunities. This situation is particularly true in Service Area 12, where the
size of the resident population warrants more immediate access to SRS

technology.

Additionally, existing or planned stereotactic radiosurgery programs have been
developed to serve their established service area populations only; they do not
include service to other areas with a sufficient population experiencing high

utilization of one or more established linear accelerator providers, i.e. Service




Area 12. Hence, these programs are not positioned to meet the significant

demand for SRS treatments from the Service Area 12 resident population.

Current SMFP Linear Accelerator Need Methodology

The current methodology used in the SMFP to determine need for additional
linear accelerators does not account for the unique technological aspects of
SRS. Although the technology is delivered via an SRS-capable linear
accelerator, radiosurgery is a longer procedure than traditional radiation therapy.
Average treatment time is 140 minutes in duration depending on tumor location
and complexity of treatment plan. The treatment plan will require from one to five
fractions or treatments to complete the plan. Therefore, the traditional criterion
for evaluating radiation therapy capacity, 6,500 Equivalent Simple Treatment
Visits (ESTVs) per linear accelerator annually, does not accurately reflect the
utilization patterns for radiosurgery. The capacity for stereotactic radiosurgery
equipment is approximately 350 patients per year at an average of three (3}
treatments per patient and weight of 3.00 or 3,150 ESTVs per year’. By
comparison, traditional radiation therapy protocols provide thirty {30) or more

treatments per patient at approximately fifteen (15) minutes per treatment.

Additionally, the current SMFP linear accelerator need methodology generates

need on a service area-wide basis rather than a facility-specific basis. Therefore,
a facility that is highly utilized and at or near capacity, yet is part of a service area
with other less-utilized facilities, operates at a significant disadvantage. Because
the need methodology does not account for individual facility utilization levels, the
well-utilized facility is thwarted from obtaining new equipment to meet established

trends in patient demand.

The current linear accelerator need methodology also requires a Service Area to
meet two (2) of three (3) criteria in order to generate a need. In addition to the

utilization standard, one of the criterion states that a Service Area should have a

’ Sg2 phone conversation and Proposed 2008 State Medical Facilities Plan Table 9F.




population greater than 120,000 per linear accelerator in order to generate need.
With a total 2007 population of 547,202 in Service Area 12 and seven (7) existing
linear accelerators, population per linear accelerator is 78,172. With projected
annual population growth of 1.1% for the Service Area, this criterion will not be
met until 2049, well beyond the point at which utilization exceeds capacity.
Another criterion can be met when 45% or more of patients come from outside
the service area. As an urban area without an academic medical center, it is
unlikely that Service Area 12, in particular Moses Cone Health System will trigger
this criterion. Therefore, even when utilization of existing linear accelerators
reaches capacity, it is unlikely that Service Area 12 will meet either of the other
two (2) criterion. It is important to note that MCHS was at 105.0% of capacity for
FY 2006 and has been over 96.0% of capacity for the last five (5) years.
Therefore, Service Area 12 will need its existing linear accelerators to meet
demand for traditional radiation therapy, leaving no excess capacity available to

meet demand for SRS.

SRS volume forecasts indicate a sufficient number of patients to justify the use of
this equipment to serve the Area 12 resident population. MCHS employed a
modei developed by Accelitech, a company specializing in business planning and
feasibility studies, to project potential SRS patient volume. Using cancer
incidence rates, the assumption that 60% of all cancer patients will receive some
form of radiation therapy, and the percentage of patients receiving treatment with
other forms of radiation, including SRS, MCHS projects that the total number of
patients in Area 12 who would be clinically appropriate to receive SRS
treatments is 656 in 2007 and 695 in 2012, five years later. Table 2 provides
potential SRS volumes for Area 12.




Table 2
Estimated and Proiected Area 12 SRS Patients

| —
2007 2012 # Change % Change
“Estimated Total
Potential Patient o
Volume 656 695 39 595%

Source: Accelitech Model

Moses Cone Health System
As previously stated, the capacity of SRS equipment is approximately 350
patients, or approximately half of the projected demand for SRS patient volume
in Service Area 12. This capacity estimate is based on a model developed by
Sg2 which employs the following assumptions: average treatment time of 140
minutes, three fractions of treatment per patient, operating 270 days per year,
and10 hours per day. MCHS anticipates serving a significant portion of the
projected Area 12 demand should it receive CON approval for an SRS capable
linear accelerator, while a portion of the patients who live in the service area will
receive treatment at other facilities that offer SRS technology. Of particular note,
this projected Service Area 12 demand for SRS services matched with the
capacity of SRS equipment underscores the vital need for SRS technology in this

Service area.

A service area population of 500,000 or more supports the need for SRS
equipment that has a capacity of 350 patients annually. Table 3 presents a
potential SRS patient volume scenario demonstrating that 295 patients in 2007
and 313 patients in 2012 could receive treatment at a CON approved MCHS
facility. The projected 2012 patient volume is approximately 80% of capacity,
thereby allowing for anticipated growth in the number of patients receiving

treatment at such an SRS program.




Table 3
Sarvice Area 12 SRS Patient Volume Scenario — 2007 and 2012

B 2007 2012
Service Area 12 Population 547.202'" 576,892
Estimated SRS Patient Volumes 656 695
MCHS Market Share 459" 45%
MCHS SRiS Patient Volumes 295 313

: MCHS SRS Capacity Utilization" 84.3% 89.4% J

‘' proposed 2008 State Medical Facilities Plan, Page 113.

I See Table 2.

* Market share estimated based on current MCHS Medical Oncology market
share percent.

" North Carolina Data Center.

® Based on annual capacity of 350 patients.

Source: As noted above.
Moses Cone Health System.

Alternatives Considered

Moses Cone Health System considered a number of aiternatives to submitting
this petition to adjust the need determination in the 2008 SMFP including
maintaining the status quo, replacing an existing MCHS linear accelerator, and
developing a relationship with another area radiation oncology provider. None of
these options was deemed superior to submitting a petition for an adjusted need

determination and, therefore, all were rejected.

Maintain the Status Quo
One alternative considered was to maintain the status quo and not pursue the
acquisition of stereotactic radiosurgery (SRS) technology. This option would

have the obvious advantage of eliminating the necessary capital cost. However,




this option would not allow patients in Service Area 12 to benefit from convenient
access to SRS technology. Currently the closest provider of SRS treatment is
located at NC Baptist Hospital in Winston-Salem, NC, which is approximately
twenty-eight (28) miles from Greensboro, forty-three (43) miles from Reidsville,
and almost fifty (50) miles from Eden, three of the major cities in Area 12. This
distance may impede SRS referrals for many Area 12 residents. Exhibit 11l
demonstrates excessive travel times and distances from established and CON
pending SRS facilities. In addition, since SRS patients often have to return
several times for treatment, a shorter travel distance will be more convenient for

patients and their families.

The technology requested in this petition represents state-of-the-art technology.
It can be used to treat intra and extracranial tumors, thus serving a large and
expanding pool of potential patients. Moreover, SRS technology provides
improved accuracy in targeting the tumor which greatly reduces damage to the

surrounding, healthy tissue.

Replace an Existing MCHS Linear Accelerator

Replacement of an existing MCHS linear accelerator with SRS technology was
also considered. Due to the high utilization levels of MCHS's four (4) existing
linear accelerators, replacing an existing linear accelerator with SRS technology
would significantly reduce capacity for serving radiation oncology patients. Table

4 lists the utihzation of MCHS's existing linear accelerators.




Table 4
Moses Cone Health System Linear Accelerator Volumes FY 2002 — 2006

B [ Change FY 02-06
B "FY 2002 | FY 2003 | FY 2004 | FY 2005 | FY 2006 g2 | %
ESTVs 726,883 | 28.947 | 26.097 | 26,824 | 28,362 | 1.480 5 5%
# of Linear 4 4 4 4 4 0 0.0%
Accelerators
ESTVs/Linear 6,721 7,237 6.524 6,706 7.091 370 5.5%
Accelerator
% Utilization ™ 99.6% | 107.2% | 96.7% 99.3% | 105.0% 5.5% 55% |

Note: ESTV = Equivalent Single Treatment Visit
“'Based on the annuai capacity of 6,750 ESTV procedures, as set in the State Medical Facilities
Ptan.

Scurce: Annual Hospital License Renewal Applications

MCHS has been above 96% capacity since FY 2002 and for FY 2006 was
operating at 105% of capacity.

As previously described, SRS patients are best served through equipment
dedicated to providing SRS services. MCHS’s historically high utilization of its
existing linear accelerator capacity simply does not permit the replacement of
one of these machines with a SRS capable linear accelerator. Under this
scenario, both radiation oncology and SRS patients would suffer from

unacceptable wait times for treatment.

Develop a Relationship with Another Area Radjiation Oncology Provider
Moses Cone Health System also considered developing a relationship with
another area radiation oncology provider. Table 5 lists close hospitals that
provide radiation oncology services, the number of unduplicated patients treated
and the number of ESTV procedures performed in FY 2006.

10




Table 5
Selected North Carolina Hospitals Providing Radiation Oncclogy Services

f FY 2006
. o Number of Number of ESTV |
Radiation Oncology Provider Unduplicated Patients Procedures
Moses Cone Health System 1,080 28,362
High Point Regional Health Systern 385 ™" 9,623"
| Morehead Memorial Hospital 217 5,972
Alamance Regional Medicat Center 305 7.991

" From 2006 HEJ;EE::\_I License Renewal Application, p. 14 and 15 due to an apparent
inconsistency in the 2007 Applicatton as compared to other years, for the number of unduplicated
patients.

Source: 2007 Hospital License Renewal Applications, p. 14 and 15.

Currently within Area 12, there are two other radiation oncology providers, High
Point Regional Health System and Morehead Memorial Hospital. Neither of
these programs have the scope and comprehensiveness of services necessary
to develop a SRS program. Alamance Regional Medical Center, while outside
Service Area 12 but located close to Moses Cone Health System, also lacks the
capacity to serve additional SRS patients. The aforementioned hospitals are
small to medium sized community hospitals and do not have the size,
technological infrastructure, and breadth of physician specialties on staff to be a
viable partner with MCHS to develop a SRS program. Supporting this
conclusion, please see Exhibit 1V for letters from High Point Regional Health

System and Morehead Memorial Hospital supporting this petition.

The closest SRS provider to Area 12 is NC Baptist Hospital, located in Winston-
Salem. UNC Hospital, the next closest facility that provides SRS treatments is
fifty-six (56) miles from Greensboro, a distance which would cause referral and

trave! difficulties for patients in need of treatment.

After thoroughly examining these three alternatives, MCHS decided that
submitting this petition was the best option to provide Area 12 residents with

state-of-the-art technology within close proximity to their homes and without

11




reducing capacity for patients in need of highly utilized, traditional radiation

treatments.

No Unnecessary Duplication of Health Care Resources

The addition of a need determination for a linear accelerator with SRS capability
will not result in unnecessary duplication of health care resources for the
following reasons:

1. Linear Accelerator Service Area 12 currently contains no SRS capable
equipment. MCHS and its physicians are uniquely qualified to offer this
service by expanding its well-established, well-utilized radiation oncology
program.

2. MCHS's existing linear accelerators are operating above 100% capacity
{6,750 ESTVs/linear accelerator) as noted in Table 4.

3. Patient volumes for SRS, both intra and extracranial, will grow substantially
over the coming years due to the clinica!l applications of the technology and
the expected growth in incidence of cancers that may benefit from treatment
using SRS.

4. The current linear accelerator need methodology is service area based.
Hence, it penalizes those providers who operate at high utilization while other
service area providers do not. This situation limits a weill-utilized program
from upgrading existing equipment without incurring negative consequences

for existing patients and clinical needs.

Adjusted Need Determination Request

Moses Cone Health System respectfully requests that the 2008 State Medical
Facilities Plan include an adjusted need determination for a linear accelerator
providing stereotactic radiosurgery capabilities in Service Area 12 based on the

following criteria:

1. The Service Area 12 2007 resident population exceeds 500,000, a size

sufficient to support a stereotactic radiosurgery program.

12




2. As documented in the Proposed 2008 State Medical Facilities Plan,
Moses Cone Health System provided linear accelerator services above
the performance threshold of 6,750 ESTVs per linear accelerator for FY
2006,

3. No stereotactic radiosurgery providers exist in Service Area 12.

Moreover, the potential for establishing the need for a linear accelerator
with SRS capability, absent an adjusted need determination, will not occur

for many years to come.
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Regional Cancer Center S North Plasss Aveue

Giternshuern ST 27 ] Ay

August 3‘ 2007 Wrter » Dhrect Numbeer

Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-27 14

Dear Ms. Brown'

| am pleased to support the petition for an adjusted need determination submitted by Moses
Cone Health System (MCHS) requesting the addition of a linear accelerator with stereotactic
radiosurgery (SRS) capabilities in service area 12 (Guilford and Rockingham Counties) to the
2008 State Medical Facilities Plan. As a practicing physician, | have first hand knowledge of
how SRS could benefit my patients, and | firmly believe a variety of reasons justify the approval
of Moses Cone’s petition for Service Area 12.

Service area 12 has a large population and one linear accelerator provider, MCHS, which is
operating above capacity. [f MCHS were to replace an existing linear accelerator with SRS
equipment, it would significantly reduce capacity, as throughput on SRS machines is much
lower than on traditional linear accelerators. This would cause a significant barrier to access for
patients in need of traditional radiation treatments as well as SRS, a new, cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS technology is
the only way to ensure high quality, accessible care to the residents of service area 12.

SRS is one of the fastest-growing areas of oncologic radiation therapy. As Radiation
Oncologists, we are acutely aware of the increasing utilization of SRS therapies in treating a
growing number of cancers. SRS provided via a linear accelerator now enables the delivery of
high doses of radiation to intracranial tumors without a metal head frame and to extracranial
tumors such as the spine, lung. prostate, liver, and pancreas, while maintaining and even
improving submillimeter accuracy to target the tumor or lesion. Intercranmial utilization of SRS is
projected to increase based on several factors: the technology can be used for patients with
multiple or recurrent brain lesions once thought to be untreatable; clinical efficacy will continue
to improve for non-cancer indications, such as functional disorders and acoustic neuromas;
treatment of brain metastases will increase due to improved survival rates for other primary
cancers; and the increasing public awareness and interest in receiving state-of-the-art care.

We appreciate the opportunity to offer our support for this important petition, and we look

forward to the Medical Facilities Planning Section’s approval of the adjusted need determination
for the addition of need for a linear accelerator with SRS capabilities in service area 12.

Sincerely,

Ww@ WD
obert Murray, M.D.
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Regional Cancer Center S0 North Elom Avenue

Cireenaboms WO 27403 e

AUgUSt 3, 2007 Wreater's [hrect Nunber

Ms. Elizabeth 8rown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Ms. Brown:

| am pleased to support the petition for an adjusted need determination submitted by Moses
Cone Health System (MCHS) requesting the addition of a linear accelerator with stereotactic
radiosurgery {(SRS) capabilities in service area 12 (Guilford and Rockingham Counties) to the
2008 State Medical Facilities Plan. As a practicing physician, | have first hand knowledge of
how SRS could benefit my patients, and | firmly believe a variety of reasons justify the approval
of Moses Cone’s petition for Service Area 12.

Service area 12 has a large population and one linear accelerator provider, MCHS, which is
operating above capacity. If MCHS were to replace an existing linear accelerator with SRS
equipment, it would significantly reduce capacity, as throughput on SRS machines is much
lower than on traditional linear accelerators. This would cause a significant barrier to access for
patients in need of traditional radiation treatments as well as SRS, a new, cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS technology is
the only way to ensure high quality, accessible care to the residents of service area 12,

SRS is one of the fastest-growing areas of oncologic radiation therapy. As Radiation
Oncologists, we are acutely aware of the increasing utilization of SRS therapies in treating a
growing number of cancers. SRS provided via a linear accelerator now enables the delivery of
high doses of radiation to intracranial tumors without a metal head frame and to extracranial
tumors such as the spine, lung, prostate, liver, and pancreas, while maintaining and even
improving submillimeter accuracy to target the tumor or lesion. Intercranial utilization of SRS is
projected to increase based on several factors: the technology can be used for patients with
multiple or recurrent brain lesions once thought to be untreatable, clinical efficacy will continue
to improve for non-cancer indications, such as functional disorders and acoustic neuromas;
treatment of brain metastases will increase due to improved survival rates for other primary
cancers; and the increasing public awareness and interest in receiving state-of-the-art care.

We appreciate the opportunity to offer our support for this important petition, and we look
forward to the Medical Facilities Planning Section’s approval of the adjusted need determination
for the addition of need for a linear accelerator with SRS capabilities in service area 12.
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Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Ms. Brown:

I am pleased to support the petition for an adjusted need determination submitted by Moses
Cone Health System (MCHS) requesting the addition of a linear accelerator with stereotactic
radiosurgery (SRS) capabilities in service area 12 (Guilford and Rockingham Counties) to the
2008 State Medical Facilities Plan. As a practicing physician. | have first hand knowledge of
how SRS couid benefit my patients, and | firmly believe a variety of reasons justify the approval
of Moses Cone’s petition for Service Area 12.

Service area 12 has a targe population and one linear accelerator provider, MCHS, which is
operating above capacity. If MCHS were to replace an existing linear accelerator with SRS
equipment, it would significantly reduce capacity, as throughput on SRS machines is much
lower than on traditional linear accelerators. This would cause a significant barrier to access for
patients in need of traditional radiation treatments as well as SRS, a new. cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS technology is
the only way to ensure high quality, accessible care to the residents of service area 12

SRS is one of the fastest-growing areas of oncologic radiation therapy. SRS provided via a
linear accelerator now enables the delivery of high doses of radiation to intracranial tumors
without a metal head frame and to extracranial tumors such as the spine. lung, prostate, liver,
and pancreas, while maintaining and even improving submillimeter accuracy to target the tumor
or leston. Intercranial utilization of SRS is projected to increase based on several factors: the
technology can be used for patients with multiple or recurrent brain lesions once thought to be
untreatable; clinical efficacy will continue to improve for non-cancer indications, such as
functional disorders and acoustic neuromas; treatment of brain metastases will increase due to
improved survival rates for other primary cancers; and the increasing public awareness and
interest in receiving state-of-the-art care.

As Oncologists, we are acutely aware of the increasing utilization of SRS therapies in treating a
growing number of cancers. We currently refer patients each year to SRS providers outside of
area 12. We are acutely aware of the hardship this causes our patients who must make
multiple trips to receive treatment.

We appreciate the opportunity to offer our support for this important petition, and we look

forward to the Medical Facilities Planning Section’s approval of the adjusted need determination
for the addition of need for a linear accelerator with SRS capabilities in service area 12.

John Feldmann, M.D.
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Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Reguiation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Ms. Brown:

I am pleased to support the petition for an adjusted need determination submitted by Moses
Cone Health System (MCHS) requesting the addition of a linear accelerator with sterectactic
radiosurgery (SRS} capabilities in service area 12 (Guilford and Rockingham Counties) to the
2008 State Medical Facilities Plan. As a practicing physician, | have first hand knowledge of
how SRS could benefit my patients, and | firmly believe a variety of reasons justify the approval
of Moses Cone’s petition for Service Area 12.

Service area 12 has a large population and one linear accelerator provider, MCHS, which is
operating above capacity. If MCHS were to replace an existing linear accelerator with SRS
equipment, it would significantly reduce capacity, as throughput on SRS machines is much
lower than on traditional linear accelerators. This would cause a significant barrier to access for
patients in need of traditional radiation treatments as well as SRS, a new. cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS technology is
the only way to ensure high quality, accessible care to the residents of service area 12.

SRS is one of the fastest-growing areas of oncologic radiation therapy. SRS provided via a
linear accelerator now enables the delivery of high doses of radiation to intracranial tumors
without a metal head frame and te extracranial tumors such as the spine, lung, prostate, liver,
and pancreas, while maintaining and even improving submillimeter accuracy to target the tumor
or lesion. Intercranial utilization of SRS is projected to increase based on several factors: the
technology can be used for patients with multiple or recurrent brain lesions once thought to be
untreatable; clinical efficacy will continue to improve for non-cancer indications, such as
functional disorders and acoustic neuremas; treatment of brain metastases will increase due to
improved survival rates for other primary cancers; and the increasing public awareness and
interest in receiving state-of-the-art care.

As Oncologists, we are acutely aware of the increasing utilization of SRS therapies in treating a
growing number of cancers. We currently refer patients each year to SRS providers outside of
area 12. We are acutely aware of the hardship this causes our patients who must make
multiple trips to receive treatment.

We appreciate the opportunity to offer our support for this important petition. and we look
forward to the Medical Facilities Planning Section's approval of the adjusted need determination
for the addition of need for a linear accelerator with SRS capabilities in service area 12.

Sincerelyﬂ

Peter Rubin, M.D.
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Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Ms. Brown:

| am pleased to support the petition for an adjusted need determination submitted by Moses
Cone Health System (MCHS) requesting the addition of a linear accelerator with stereotactic
radiosurgery (SRS) capabilities in service area 12 (Guilford and Rockingham Counties) to the
2008 State Medical Facilities Plan. As a practicing physician, | have first hand knowledge of
how SRS could benefit my patients, and | firmly believe a variety of reasons justify the approval
of Moses Cone's petition for Service Area 12.

Service area 12 has a large population and one linear accelerator provider, MCHS, which is
operating above capacity. If MCHS were to replace an existing linear accelerator with SRS
equipment, it would significantly reduce capacity, as throughput on SRS machines is much
lower than on traditional linear accelerators. This would cause a significant barrier to access for
patients in need of traditional radiation treatments as well as SRS, a new, cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS technology is
the only way to ensure high quality, accessible care to the residents of service area 12.

SRS is one of the fastest-growing areas of oncolegic radiation therapy. SRS provided via a
linear accelerator now enables the delivery of high doses of radiation to intracranial tumors
without a metal head frame and to extracranial tumors such as the spine, lung, prostate, liver,
and pancreas, while maintaining and even improving submillimeter accuracy to target the tumor
or lesion. Intercranial utilization of SRS is projected to increase based on several factors: the
technology can be used for patients with multiple or recurrent brain lesions once thought to be
untreatable; clinical efficacy will continue to improve for non-cancer indications, such as
functional disorders and acoustic neuromas; treatment of brain metastases will increase due to
improved survival rates for other primary cancers; and the increasing public awareness and
interest in receiving state-of-the-art care.

As Oncologists, we are acutely aware of the increasing utilization of SRS therapies in treating a
growing number of cancers. We currently refer patients each year to SRS providers outside of
area 12. We are acutely aware of the hardship this causes our patients who must make
multipie trips to receive treatment.

We appreciate the opportunity to offer our support for this important petition, and we ook
forward to the Medical Facilities Planning Section's approval of the adjusted need determination
for the addition of need for a linear accelerator with SRS capabilities in service area 12.

Sincerely, :

S /%L(L\Q,{A‘L\

G. Bradley Sherrill, M.D.
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August 3, 2007

Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-27 14

Dear Ms. Brown:

| am pleased to support the petition for an adjusted need determination submitted by
Moses Cone Heaith System (MCHS) requesting the addition of a linear accelerator with
stereotactic radiosurgery (SRS) capabilities in service area 12 (Guiford and
Rockingham Counties) to the 2008 State Medical Facilities Plan. As a practicing
physician, | have first hand knowledge of how SRS could benefit my patients, and |
firmly believe a variety of reasons justify the approval of Moses Cone's petition for
Service Area 12.

Service area 12 has a large population and one linear accelerator provider, MCHS,
which is operating above capacity. if MCHS were to replace an existing linear
accelerator with SRS equipment, it would significantly reduce capacity, as throughput
on SRS machines is much lower than on traditional linear accelerators. This would
cause a significant barrier to access for patients in need of traditional radiation oncology
as well as SRS, a new, cutting-edge technology. Therefore, we believe adding need for
a linear accelerator with SRS technology is the only way to ensure high quality,
accessible care to the residents of service area 12.

SRS is one of the fastest-growing areas of oncologic radiation therapy. As
Neurosurgeons, we are acutely aware of the increasing utilization of SRS therapies in
treating intracranial spinal tumors. SRS provided via a linear accelerator now enables
the delivery of high doses of radiation to intracranial tumors without a metal head frame
and to extracranial tumors such as the spine, lung, prostate, liver, and pancreas, while
maintaining and even improving submillimeter accuracy to target the tumor or lesion.
Intercraniai utilization of SRS is projected to increase based on several factors: the
technolegy can be used for patients with multiple or recurrent brain lesions once thought
to be untreatable; clinical efficacy will continue to improve for non-cancer indications,
such as functional disorders and acoustic neuromas; treatment of brain metastases will




increase due to improved survival rates for other primary cancers; and the increasing
public awareness and interest in receiving state-of-the-art care.

We appreciate the opportunity to offer our support for this important petition, and we
lock forward to the Medical Facilities Planning Section's approval of the adjusted need
determination for the addition of need for a linear accelerator with SRS capabilities in
service area 12.

Sincerely‘

M#M@m L77

Henr§ Elsner, [\ Robert Nudelman, MD

Mark Roy, Jeffr kins, MD

Jamed Hirsch, MD

Kyle abbell, MD




August 2, 2007

Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Ms. Brown:

| am pleased to support the petition for an adjusted need determination submitted
by Moses Cone Health System (MCHS) requesting the addition of a linear
accelerator with stereotactic radiosurgery (SRS) capabilities in service area 12
{(Guilford and Rockingham Counties) to the 2008 State Medical Facilities Plan.
As a practicing physician, | have first hand knowledge of how SRS could benefit
my patients, and | firmly believe a variety of reasons justify the approval of Moses
Cone’s petition for Service Area 12.

Service area 12 has a large population and one linear accelerator provider,
MCHS, which is operating above capacity. If MCHS were to replace an existing
linear accelerator with SRS equipment, it would significantly reduce capacity, as
throughput on SRS machines is much lower than on traditional linear
accelerators. This would cause a significant barrier to access for patients in
need of traditional radiation oncology as well as SRS, a new, cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS
technology is the only way to ensure high quality, accessible care to the
residents of service area 12.

SRS is one of the fastest-growing areas of oncologic radiation therapy. As
Neurosurgeons, we are acutely aware of the increasing utilization of SRS
therapies in treating intracranial spinal tumors. SRS provided via a linear
accelerator now enables the delivery of high doses of radiation to intracranial
tumors without a metal head frame and to extracranial tumors such as the spine,
lung, prostate, liver, and pancreas, while maintaining and even improving
submillimeter accuracy to target the tumor or lesion. Intracranial utilization of
SRS is projected to increase based on several factors: the technology can be
used for patients with multiple or recurrent brain lesions once thought to be
untreatable; clinical efficacy will continue to improve for non-cancer indications,
such as functional disorders and acoustic neuromas; treatment of brain
metastases will increase due to improved survival rates for other primary




cancers; and the increasing public awareness and interest in receiving state-of-
the-art care.

We appreciate the opportunity to offer our support for this important petition, and
we look forward to the Medical Facilities Planning Section’s approval of the
adjusted need determination for the addition of need for a linear accelerator with
SRS capabilities in service area 12.

Sincerey /
Randy O. Kritzer, M. D.
Neurosurgeon

Carolina Neurosurgery, P.A.

301 E. Wendover Ave, Suite 211
Greensboro, NC 27401




August 2, 2007

Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Ms. Brown:

| am pleased to support the petition for an adjusted need determination submitted
by Moses Cone Health System (MCHS) requesting the addition of a linear
accelerator with stereotactic radiosurgery (SRS) capabilities in service area 12
(Guilford and Rockingham Counties) to the 2008 State Medical Facilities Plan.
As a practicing physician, | have first hand knowledge of how SRS could benefit
my patients, and | firmly believe a variety of reasons justify the approval of Moses
Cone's petition for Service Area 12.

Service area 12 has a large population and one linear accelerator provider,
MCHS, which is operating above capacity. If MCHS were to replace an existing
linear accelerator with SRS equipment, it would significantly reduce capacity, as
throughput on SRS machines is much lower than on traditional linear
accelerators. This would cause a significant barrier to access for patients in
need of traditional radiation oncology as well as SRS, a new, cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS
technology is the only way to ensure high quality, accessible care to the
residents of service area 12.

SRS is one of the fastest-growing areas of oncologic radiation therapy. As
Neurosurgeons, we are acutely aware of the increasing utilization of SRS
therapies in treating intracranial spinal tumors. SRS provided via a linear
accelerator now enables the delivery of high doses of radiation to intracranial
tumors without a metal head frame and to extracranial tumors such as the spine,
lung, prostate, liver, and pancreas, while maintaining and even improving
submillimeter accuracy to target the tumor or lesion. Intracranial utilization of
SRS is projected to increase based on several factors: the technology can be
used for patients with multiple or recurrent brain lesions once thought to be
untreatable; clinical efficacy will continue to improve for non-cancer indications,
such as functional disorders and acoustic neuromas; treatment of brain
metastases will increase due to improved survival rates for other primary




cancers; and the increasing public awareness and interest in receiving state-of-
the-art care.

We appreciate the opportunity to offer our support for this important petition, and
we look forward to the Medical Facilities Planning Section’s approval of the
adjusted need determination for the addition of need for a linear accelerator with
SRS capabilities in service area 12.

David Jone
Neurosurgeoq
Carolina Neurosurgery, P.A.

301 E. Wendover Ave, Suite 211
Greensboro, NC 27401
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Jeffrey S Miller
Prexident

August 2, 2007

Ms. Elizabeth Brown, Chief

Medical Facilitics Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Scrvices
2714 Mail Service Center

Raleigh, NC 27699-2714

Dear Ms. Brown:

I understand that Moses Cone Health System is submitting a petition requesting
an adjusted need determination for the 2008 State Medical Facilities Plan to add a lincar
accelerator with stereotactic radiosurgery capabilitics to Service Area 12.

High Point Regional Health System 1s one of the three estahlished providers of radiation
oncology services in Linear Accclerator Service Arca 12. I believe the residents of
Guilford and Rockingham counties could greatly benefit by gaining greater access to
stereotactic radiosurgery services. Morcover, it appears that petitioning for an adjusted
need determination is the most effective approach for estahlishing the need for this
valuable technology. 1 urge the State Health Coordinating Council to approve the
petition submitted by Moses Cone Health System.

effrey S. Miller
President

6011 N. Elm Street » PO. Box HP-5
High Point, North Carolina 27261
Telephone (336) §78-6960
Fax (336) 87R-6158
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August 3, 2007

Ms. Elizabeth Brown, Chief

Medical Facilities Planning Section

The Division of Health Service Regulation

North Carolina Department of Health and Human Services
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Ms. Brown,

I understand that Moses Cone Health System is submitting a petition requesting an
adjusted need determination for the 2008 State Medical Facilities Plan to add a linear
accelerator with stereotatic radiosurgery capabilities to Service Area 12. Morehead
Memonal Hospital is one of the three established providers of radiation oncology
services in Linear Accelerator Service Area 12.  This new linear accelerator will not
take volume from any of the existing facilities as it will be a dedicated unit only used for
ster¢otatic radiosurgery, a service currently not available in Service Area 12. 1 believe
the residents of Guilford and Rockingham counties could greatly benefit by gaining
greater access lo stereotatic radiosurgery services. Moreover, it appears that petitioning
for an adjusted need determination is the most effective approach for establishing the
need for this valuable technology. I urge the State Health Coordinating Council to
approve the petition submitted by Moses Cone Health System.

Sincerely,

it A Gt f

Robert A. Enders, Jr.
President

117 Bast Kings Highway
Eden, North Carolina 27288-5201
TEL 336.623.9711
www.motehead.org
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Proposed 2008 State Medical Facilities Plan e
TAA
Public Hearing
July 20, 2007
S Heajrh Plava
RECEIvED

Moses Cone Health System
Remarks Made Supporting an Adjusted _
Medical Fagiyies
Need Determination for a Linear Accelerator WING Section
with Stereotactic Radiosurgery Capability

in Service Area 12

Good Afternoon. My name is Jim Whiting, and | am the Vice President for Moses
Cone Health System's Regional Cancer Center. My remarks today address the
need to provide immediate access to Stereotactic Radiosurgery (SRS)
technology for the residents of linear accelerator Service Area 12 comprising
Guilford and Rockingham counties. Serving this unmet need is essential to
insuring a full array of state-of-the-art therapy services to this region’'s population,
which currently totals over 541,000 residents. However, existing State Medical
Facilities Plan need methodologies effectively block the addition of SRS
technology in our area. As a result, Moses Cone Health System intends to
submit a petition for an adjusted need determination for the addition of a linear
accelerator with SRS capabilities.

Our petition will be based on the following major points:

1 Stereotactic radiosurgery is both a proven and expanding modality for
the treatment of both intra and extra cranial tumors.

2. Physicians directly involved with the care of patients who could
benefit most from SRS, most notably neurosurgeons, thoracic
surgeons and radiation oncologists on staff at Moses Cone Health
System, strongly support the addition of this technology.

3. Current geographic access to SRS services for Area 12 residents
is limited.



- No SRS providers exist in Guilford or Rockingham counties.

- While other service areas provide SRS, travel to these programs
Imposes a burden on Area 12 patients and families.

4. The Service Area 12 resident population is of a sufficient size,
greater than 500,000, to warrant the development of a SRS program.

5. The current SMFP need methodology for linear accelerators is area
and not provider specific. As a result, lower utilized facilities in a given
service area can prevent the determination of an identified need
despite one or more providers operating at or above capacity.

This situation is currently found in Area 12, where MCHS operates at

over 100% capacity on its four (4) linear accelerators, whiie Morehead
Memorial Hospital and High Point Regional Health System operate at
79.9% and 69.2%, respectively.

6. MCHS has considered a number of alternatives to requesting an
adjusted need determination:

- The status quo fails to meet the unmet need for SRS services.

- Replacing an existing linear accelerator at MCHS with a
stereotactic radiosurgery machine significantly reduces MCHS
radiation oncology capacity. SRS patients require longer
treatment times; a machine dedicated to SRS will best meet the
clinical needs of these patients.

7. No unnecessary duplication of services will result from the approval of
this adjusted need determination. Indeed, our petition is based on the
current lack of SRS capabilities in Area 12.

Our petition will expand on each of these major points. | am hopeful that the
Medical Facilities Planning Section staff and the State Health Coordinating
Council will look favorably at our request.

Thank you.
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Ms. Elizabeth Brown, Chief A
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The Division of Health Service Regulation <
North Carolina Department of Heaith and Human Services Sl

2714 Mail Service Center
Raleigh, North Carolina 27699-2714

Dear Ms. Brown:

| am pleased to support the petition for an adjusted need determination submitted
by Moses Cone Health System (MCHS) requesting the addition of a linear
accelerator with stereotactic radiosurgery (SRS) capabilities in service area 12
(Guilford and Rockingham Counties) to the 2008 State Medical Facilities Plan.
As a practicing physician, | have first hand knowledge of how SRS could benefit
my patients, and | firmly believe a variety of reasons justify the approval of Moses
Cone's petition for Service Area 12.

Service area 12 has a large population and one linear accelerator provider.
MCHS. which is operating above capacity. If MCHS were to replace an existing
linear accelerator with SRS equipment, it would significantly reduce capacity, as
throughput on SRS machines is much lower than on traditional linear
accelerators. This would cause a significant barrier to access for patients in
need of traditional radiation oncology as well as SRS, a new, cutting-edge
technology. Therefore, we believe adding need for a linear accelerator with SRS
technology is the only way to ensure high quality, accessible care to the
residents of service area 12.

SRS is one of the fastest-growing areas of oncologic radiation therapy. As
Neurosurgeons, we are acutely aware of the increasing utilization of SRS
therapies in treating intracranial spinal tumors. SRS provided via a linear
accelerator now enables the delivery of high doses of radiation to intracranial
tumors without a metat head frame and to extracranial tumors such as the spine,
lung, prostate, liver, and pancreas, while maintaining and even improving
submillimeter accuracy to target the tumor or lesion. Intercranial utilization of
SRS is projected to increase based on several factors: the technology can be
used for patients with multiple or recurrent brain lesions once thought to be
untreatable: clinical efficacy will continue to improve for non-cancer indications,
such as functional disorders and acoustic neuromas, treatment of brain
metastases will increase due to improved survival rates for other primary




cancers; and the increasing public awareness and interest in receiving state-of-
the-art care.

We appreciate the opportunity to offer our support for this important petition, and
we ook forward to the Medical Facilities Planning Section’s approval of the
adjusted need determination for the addition of need for a linear accelerator with
SRS capabilities in service area 12.
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PETITION FOR A SPECIAL NEED DETERMINATION
FOR A CYBERKNIFE STEREOTACTIC RADIOSURGERY SYSTEM
IN THE PROPOSED 2008 STATE MEDICAL FACILITIES PLAN FOR
LINEAR ACCELERATOR AREA 18

PETITIONER

Lynda B. Clark, Vice President for Professional Services DFS Hod Phong
Cape Fear Valley Health System RECEIVED
1638 Owen Drive o
Fayetteville North Carolina 28302-2000 Ao 2507

910/609-6549

Medicat Facilitigs

Plannis .
STATEMENT OF THE REQUESTED ADJUSTMENT 9 Secron

Cape Fear Valley Heaith System ("Cape Fear Valley") submits this petition for an
adjustment in the Proposed 2008 State Medical Facilities Plan ("SMFP") to
recognize a special need determination for a CyberKnife Stereotactic Radiosurgery
System in linear accelerator area 18 (*Area 18")'.

We concur with the preliminary determination from the Technology and Equipment
Committee noted on May 24, 2007 that based on the SMFP need determination
methodology there is no need for an additional linear accelerator in the state. We
also agree with the Technology Committee that no additional GammaKnife is
needed in the state,

Based on information provided on the following pages, Cape Fear Valley
respectfully requests that consideration be given to a special need determination
in Area 18 for the development of a CyberKnife Stereotactic Radiosurgery System
based on the unique needs of the area.

REASONS FOR THE PROPOSED ADJUSTMENT

History of Stereotactic Radiosurgery

Stereotactic Radiosurgery (SRS) is a highly precise form of radiation therapy
delivered in a single high-dose session with effects so dramatic it is considered
surgical in nature. Stereotactic Radiotherapy (SRT) is similar in effect but
fractionated, meaning 2-5 treatments instead of just one treatment. SRS and SRT
have been used historically to treat certain types of malignant and non-malignant
brain tumors, brain malformations, inoperable brain tumors, as well as recurrent
brain tumors. Until recently, almost all SRS and SRT was limited to intracranial
(brain and upper spine) lesions using head frames bolted to a patient's skull as
well as the treatment table to immobilize the patient for treatment. SRS and SRT

' Area 18 in the SMFP inciudes Cumberland, Bladen. Robeson and Sampson counties,
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treatments for intracranial lesions have traditionally been performed using finear
accelerators modified to deliver these precise treatments, proton therapy units
found onty in a few locations in the world, and Cobalt-60 dedicated units known as
a Gammaknife.?

Stereotactic Radiosurgery (SRS) has been around for many years, though mainly
in university settings. SRS/SRT programs have historically been provided by
academic medical centers due to the enormous financial and physical resources
required for the lengthy procedures and research. At the opposite end of the linear
accelerator spectrum, community hospital settings have neither the financial nor
physical resource backing for research, especially the excess capacity needed on
their linear accelerators to perform SRS/SRT. Thus, SRS/SRT programs have
mainly been limited to the university setting. As an example, typical SRS patient
treatments take muitiple hours to perform: first, attaching the headframe to the
skull or preparing immobilization devices, second, imaging the treatment area;
third, performing the computerized treatment plan; and finally, treating the patient.
All of these processes take place with the patient lying on an uncomfortable
treatment table and over multiple hours. Staff must be present throughout most of
the procedures including radiation oncologists, physicists, dosimetrists, nurses,
radiation therapists, and other support staff. During this long process, the linear
accelerator cannot be used for external beam radiation therapy (“EBRT”)
treatments, tying up valuable resources for an extended period of time.

In the early 2000's, a revolutionary SRS/SRT unit was developed called
CyberKnife and with it SRS/SRT services began expanding beyond the academic
medical center setting. CyberKnife contains a small linear accelerator mounted
on a robotic arm that delivers high doses of radiation anywhere in the body without
invasive headframes bolted to skulls or other invasive immobilization. This
astounding technology accomplishes this mission that no other SRS/SRT product
has done (intra and extracranial treatments with little or no immobilization) by
visually tracking the tumor during treatment and moving with the tumor for the
entirety of the treatment. CyberKnife is an SRS/SRT dedicated unit used solely to
treat intracranial and extracranial lesions anywhere in the body, and like the
GammakKnife, is not capable of performing typical EBRT, the most common
procedures performed with linear accelerators. CyberKnife represents a
phenomenal breakthrough for SRS and SRT, for which there is no comparison.

In contrast to traditional SRS/SRT technology, CyberKnife requires no invasive
immobilization procedures to be performed, imaging and treatment planning are
done on the virtual patient prior to the day of treatment and patient treatments
generally take only 30-90 minutes depending on the tumor volume treated and the
tumor location. Because of this, CyberKnife procedures in established centers
range from 4-7 patient treatments a day. Intracranial tumors are typically treated
and completed in just one treatment with CyberKnife. Extracranial tumors

* Currently, Wake Forest University Baptist Medical Center and Pitt County Memonal Hospital
operate GammakKnife equipment. The following providers have SRS/SRT modified linear
accelerators: Carolinas Mecical Cenler {1), Duke (2). Memorial Mission (1), Pitt County Memorial

Hospital (2}, UNC (1), Wake Forest (1), Carolina Radiation Medicine (1).
.
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generally range from 3-5 treatments with CyberKnife to complete their treatment
course. The resource allocation for CyberKnife still requires the same staff
members to participate in the SRS/SRT process; however, less time commitment
per patient and greater flexibility with planning vyields, greater efficiency and the
ability to treat more patients daily as compared to traditional linac-based
SRS/SRT.

CyberKnife can easily treat 350 new SRS/SRT patients annually, as evidenced by
successful programs throughout the United States, many of which are in
community hospital settings and installing second CyberKnife units. The
compelling and undisputable evidence nationwide shows that traditional linac-
based SRS/SRT programs simply are not widely adopted nor widely used due to
the muititude of inefficiencies noted earlier, even on dedicated SRS/SRT units.
Clearly, CyberKnife affords the greatest SRS/SRT utilization and efficiency in the
market today. Even more compelling than the efficiencies gained is that
CyberKnife is designed for a different population of patients than those receiving
traditional EBRT, a population largely receiving less optimal treatment or no
treatment at all.

Currently CyberKnife services are provided at Memorial Mission Hospitals
(Asheville) and Northeast Medical Center (Concord). UNC Hospitals (Chapel Hill)
has been approved for the service and East Carolina University (Greenville) has
applied for approval.

Recent NC Experience with Stereotactic Radiosurgery

According to the 2007 SMFP, there were eight operationat SRS/SRT units in 2005
that performed a total of 700 SRS/SRT procedures on seven linac-based SRS
units and one GammaKnife unit. According to the draft 2008 SMFP, there were
982 SRS/SRT procedures performed on eleven operational SRS/SRT units in
2006, including eight linac-based units, one CyberKnife, and two GammaKnife
units. Graph 1 below distinguishes the number and type of SRS/SRT equipment
installed and functional in North Carolina from 2000-20086.

2000 2001 2002 2063 2004 2005 2006
Inn SRS Linacs M# GammaKnives 0# CyberKnife l
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The chart below shows the number of SRS/SRT procedures at each of the
facilities operating SRS/SRT equipment. The clear leaders in SRS/SRT
treatments performed in North Carclina are Wake Forest using GammakKnife for
the majority of their SRS/SRT procedures and Memorial Mission using CyberKnife
for 100 percent of their SRS/SRT. None of the linac-based providers performed
substantial SRS/SRT procedures compared to the dedicated SRS/SRT
GammaKnife and CyberKnife units.
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The graph and table below show the growth in SRS/SRT over the past seven
years and the low number of procedures performed on Linac SRS units as
compared to dedicated SRS/SRT units (GammakKnife and CyberKnife}. In cne
year a single CyberKnife unit performed almost as many SRS/SRT procedures as
eight Linac SRS units.
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Table 1 - SRS Utilization by Typa SRS Equlpment

Avg

Avg T Avg . .
SRS Linac SRS Cyber SRS . - - SRS SRS - State
Data In-Use SRS Par Cyber SRS Per Gamma Gamma " Per  Linac
_Year  Linacs  Proc__ Linac  # Proc Cyber # Proc Gamma__ Volumaes
2000 5 113 23 1 132 132 512.578
2001 5 91 18 1 185 185 558,311 !
2002 5 150 30 1 223 223 553.506 ¢
. 2003 5 228 46 1 318 318 556,321
2004 4] 329 55 1 358 358 556,224
2005 7 388 55 1 312 312 517.262
2006 8 320 40 1 272 272 2 390 195 573.184
Seven Years !
_Cumulative 181y 22 1818 3,887,386

For the reporting year 2007, three CyberKnife units will be operational in North
Carolina with projected volumes greater than 500 procedures exceeding volumes
performed on either GammaKnife or Linac SRS units in.2006. CyberKnife is
expected to experience such growth because it is the only system uniquely able to
combine continuous image guidance, automatic correction with computer
controlled robotics, minimal (if any) immobilization requirements, and ability to
deliver ablative radiosurgery with sub-millimeter accuracy anywhere in the body
with minimal to no side effects.

The only site in North Carolina to date with CyberKnife experience is Memorial
Mission, which experienced no reduction in EBRT velumes when a CyberKnife
was added. as shown in Table 2 below.

! Table 2~ Equivalent Simple Treatment Visits (ESTVs")

‘ 2007 and Proposed 2008 SMFP

| Memorial Mission ESTVs FY2005 FY2006 Increase in

' FY2006

_Excluding CyberKnife ESTVS 19563 | 19.949 380 |
Inciuding CyberKnife ESTVs 19,569 20.766 1 19?

Linear Accelerator Need Determination in Area 18

Currently, 112 linear accelerators are in operation or are planned for development

in North Carolina. Five linear accelerators operate in Area 18, three at Cape Fear

Valley Medical Center (Cape Fear Valley’'s main campus in Fayetteville), one at

Health Pavilion North (Cape Fear Valley's north Cumberland County outpatient

facility) and one at Southeastern Regional Medical Center in Lumberton, North

Carclina. The need methodology in the SMFP requires meeting two of three of the

following criteria before a need is established:

1) Popuiation per accelerator is 120,000 or more;

2} More than 45% of the patients served by the Area's linear accelerators are
residents from outside the Area;
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3) Equivalent Simple Treatment Visits (“ESTVs") divided by 6.750 (linear
accelerator capacity as defined by the SMFP) less the number of existing
accelerators in the Area is greater than or equal to .25.

Area 18 meets Criteria 3 and actually shows a +.50 need determination in the
proposed 2008 SMFP, but does not meet Criteria 1 or 2 (Area 18 population per
accelerator = 107,401; 12% of patients reside outside Area 18). Therefore, no
need is established in Area 18 for an additional linear accelerator.® Also, the 2006
and 2007 SMFP determined no need for an additional linear accelerator in Area
18

In November 2006, Cape Fear Valley submitted an application for the acquisition
of CyberKnife equipment to provide SRS/SRT services. The application was
denied by the CON Section based on its interpretation that a CyberKnife is subject
to the regular need methodology. It should be noted that GammaKnife equipment,
which is used only for SRS intracranial treatments, is not subject to this linear
accelerator need methodology. Likewise, CyberKnife can only be used for
SRS/SRT intracrantal and extracranial treatments and cannot perform EBRT
treatments.  As described more fully below, there is a critical need for SRS/SRT
services in Southeastern North Carolina where currently no providers offer this
service. Given the need for the service and the clinical expertise, resources and
capabilities present at Cape Fear Valley to support the service, a special need
should be determined for a dedicated SRS/SRT program in Area 18.

Special Needs of Area 18

A number of North Carolina communities will gain access to CyberKnife
technology by repiacing existing linear accelerators. UNC Hospitals is replacing
an existing fow-utilization linear accelerator with a CyberKnife unit and East
Carolina University proposes to do the same. Under these circumstances, need in
the SMFP is not required because existing equipment is being replaced, though
Clearly these units are dissimilar. Such a replacement would be similar to
replacing an outdated cobalt unit with a GammakKnife.

Replacing an existing linear accelerator in Area 18 is not an option available to
providers because existing demand for Area 18 linear accelerators aiready
exceeds the capacity threshold in the SMFP methodology. Of the 27 SMFP
linear accelerator areas, only one other, area 17¢, exceeds the capacity threshold
by more than 25 as required in the linear accelerator need methodology. As
noted previously, CyberKnife is a dedicated unit that is capable of performing only
SRS/SRT. SRS/SRT is a critical need in southeastern North Carolina and
represents a new treatment choice for a largely new population of patients in this
region. Replacing a currently fully utilized linear accelerator in order to gain a
CyberKnife would limit EBRT treatment capacity and is certainly not in the best
interest of the patients we serve.

Lo SAER also does nat establinh o linear accelerator need m any other Arca,
PAtea 1T bava popalation e approximutely 295 300 residents and mcludes Moare, Hoke., Lee, Montgomery,
Scotland and Rchmond counties
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Recent experience in Area 18 indicates that as linear accelerators are added
capacity is quickly absorbed. When Cape Fear's fourth linear accelerator became
operational at Health Pavilion North in Fayetteville in fiscal year 2006, the unit was
operating at full capacity within five months. According to the SMFP Jinear
accelerator need determination methodology, a fully utilized linear accelerator
performs 6,750 ESTVs annually. For the 2006 reporting period, Cape Fear Valtey
actually performed 27,631 ESTVs on 4 linear accelerators, or 6,908 ESTVs per
unit, even with the fourth linear accelerator operational for only five months of the
reporting year. For Area 18, 37,115 ESTVs were performed in 2006 on five
accelerators or 7,423 ESTVs per unit owned by Cape Fear Valley or through
contracted services with Southeastern Regional Medical Center. Growth of EBRT,
the most common radiation treatments, is only expected to continue, meaning that
Cape Fear Valley will likely need to add more traditional linear accelerators if there
Is future need determined in the SMFP.

Moreover, Area 18 has a large population of over 537,000 people, which is more
than adequate to support a dedicated SRS/SRT service. No other linear
accelerator service area in the State has a large enough population to support a
dedicated SRS/SRT service coupled with the lack of capacity in existing linear
accelerator units, precluding the ability to replace an existing EBRT linear
accelerator with a CyberKnife. [n the letter under Attachment 1, Dr. Hugh Bryan,
Medical Director of Cape Fear Valley's Radiation Oncology department describes
SRS, the need for the service in Area 18 and how SRS patients are different from
other radiation therapy candidates.

Also, attached are letters from other radiation oncologists in the country
addressing the differences between external beam therapy and SRS. Attachment
2 includes a letter from Dr. Mark J. Brenner, Chief of Radiation Oncology at Sinai
Hospital in Baltimore. Sinai has treated over 1,000 patients with CyberKnife
technology and recently started utilizing its second unit. Attachment 3 includes a
letter from Dr. Clinton A. Medbery, President of Southwest Radiation Oncology in
Oklahoma City, also noting that that CyberKnife SRS is not a replacement for
standard linear accelerator {reatments.

Projected Demand for CyberKnife in Area 18

As noted in Table 3 below, Cape Fear Valley projects that an Area 18 CyberKnife
will annually serve approximately 250 patients and provide approximately 620
CyberKnife treatments by the third year of operation in addition to more than
19,000 projected EBRT linear accelerator treatments. This is a conservative
estimate based on Cape Fear Valley 2006 radiation therapy patients with specific
types of inoperable cancer or who have incurred maximum radiation treatments for
their lesions (see Table 4 below). This extraordinary need cannot be met with
traditional linear accelerator equipment, but requires stereotactic radiosurgery
technology. This request for a CyberKnife stereotactic radiosurgery system in
Area 18 is required to meet the critical needs of well over 500,000 residents in our
four-county service area.
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Table 3 - Cape Fear Valley Projections
Data Year | Linacs Linac Linac Cyber- CyberKnife CyberKnife
Patients Treatments Knives Patients Treatments
(not ESTVs)
! 2006 Actual | 4" 893 | 17,388
2007 Projected ' 4 911 17,736 - j
| 2008 P 4 928 ~ 18.091
1 2009P |4 I 9481 18,452 1 150 375
12010 P 4 P 9e7 18,821 1 200 500 |
L2011 P ' 4 ] 986 19,198 | 1. 250 620
T {TY Fouddh Uinear acceteralor bécame operalional in Fay 20087 o T
Table 4 ]
Cape Fear Valley CyberKnife Candidates In 2006
+ AREA TREATED # OF PATIENTS % TREATABLE TOTAL
: TREATED WITH WITH CYBERKNIFE
' ' EXTERNAL BEAM CYBERKNIFE CANDIDATES
! . RADIATION AT CAFE !
S — _FEARVALLEY | i .
. Primary mahgnani 48 patients 40% | 19
- Head and Neck
| tumors ' R
Primary malignant 29 patients 30% g
Brain tumors 1L L
! Primary lung tumors | 90 patients ) 30% 27
| Metastatic lung " 39 patients 25% | 10
{tumors B P o _
| Pancreatic tumors | 10patients 75% 8
_Renaltumors 5 patients 0% 2
. Prostale cancer ¢  139patents | = 50% YA
| Totai 426patents ;T i1

Over 200 peer reviewed papers and bock chapters have been published from
1991 through 2007 regarding CyberKnife SRS and its efficacy for the treatment
areas noted above. Cape Fear Valley will provide a clinical dossier of the
publications to the Planning Section upen request.

ADVERSE EFFECTS_ON THE POPULATION OF THE AFFECTED
AREA THAT ARE LIKELY TO ENSUE IF THE ADJUSTMENT IS NOT
MADE

Cape Fear Valley conservatively identified 178 distinct patients for SRS treatments
based on its current population base and projects that at least 250 patients will need
SRS by 2011. Area 18 providers cannot replace an existing linear accelerator with a
CyberKnife unit, because all existing units are already fully utilized performing
EBRT. Therefore, these patients will lack access to CyberKnife technology unless
they receive services from one of the three currently approved CyberKnife providers.
The closest of these providers is Chapel Hill, which is two hours or more away from
much of Area 18. Given the high demand anticipated by the new service at UNC
there is no assurance that Area 18 residents will have access to this equipment
even if they are able to drive to Chape! Hill. Patients in southeastern North Carolina
do not have practical or convenient access to SRS/SRT. Without this critical choice,
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patients may choose less optimal treatments (if there are choices), receive no
treatment at all, or die.

A STATEMENT OF ALTERNATIVES TO THE PROPOQOSED
ADJUSTMENT THAT WERE CONSIDERED AND FOUND NOT
FEASIBLE

Cape Fear Valley has explored maintaining the status quo. which means that Area
18 will not have access to a SRS/SRT program. In fact, currently a SRS/SRT
program is not available anywhere in Southeastern North Carolina (HSA V).
Maintaining the status quo is not an option given the need as described above.

The second alternative we explored is replacing an existing linear accelerator with
a CyberKnife dedicated to SRS/SRT. As described above, SRS/SRT is not an
alternative for patients who receive external beam treatments. Rather, SRS/SRT
represents a population of patients that generally have inoperable tumors, are not
surgical candidates, have received maximum external beam treatments to an area,
or choose SRS/SRT rather than surgery. Therefore, replacing an existing linear
accelerator with a CyberKnife is only a valid option when the accelerator is not
being fully utilized.  Since this is not the case in Area 18, replacement is not an
option. '

EVIDENCE THAT HEALTH SERVICE DEVELOPMENT PERMITTED
BY THE PROPOSED ADJUSTMENT WOULD NOT RESULT IN
UNNECESSARY DUPLICATION OF HEALTH RESOURCES IN THE
AREA.

Other CyberKnife approved or operating units are located in Asheville NC {six
hours distance from Fayetteville), Concord, NC (three hours distance) and Chapel
Hill (two hours distance). In fact, there are no SRS services or equipment in
southeastern North Carolina. CyberKnife units are unique to other SRS/SRT
technologies because it is the only system that can clinically ablate tumors
anywhere in the body, without immobilization, and with sub-milliliter accuracy.
Almost all other forms of SRS/SRT are mainly limited to intracranial SRS/SRT
treatments.  CyberKnife represents a phenomenal breakthrough in SRS/SRT
technology that will undoubtedly raise the bar in SRS/SRT treatment delivery.

PETITIONERS SHOULD ASSUME THE SAME SERVICE AREA
DEFINITIONS AS GIVEN IN THE PROGRAM CHAPTERS OF THE
PROPOSED SMFP.

Area 18 was assumed for service area purposes for this petition.
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OTHER RECOMMENDATIONS

Stereotactic Radiosurgery and Stereotactic Radiotherapy are unigue and separate
from external beam radiation therapy. As such, these procedures and the
dedicated equipment used to deliver these treatments should be consistentiy
reported and accounted for accurately in the inventory: (1) the "GammaKnife"
heading would be more accurately changed to "Stereotactic Radiosurgery and
Stereotactic Radiotherapy”. The current methodology of reporting all types of
SRS/SRT under the GammakKnife heading is inaccurate and misleading; (2), the
Facility Inventory-Service Volume heading should contain the type of SRS/SRT
equipment, either dedicated SRS/SRT unit or multi-functional linac used and the
SRS/SRT procedure count produced from that equipment; and (3). need
determination methodologies for SRS/SRT dedicated units like GammaKnife and
CyberKnife, need to be developed that include specific criteria based on
population, utilization, and location to provide the best patient access for these
services throughout the state.

LETTERS OF SUPPORT

Attached are letters received to date supporting the need for an adjustment to the
State Medical Facilities Plan to add the need for a CyberKnife Stereotactic
Radiosurgery System in Area 18.
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5 July 2007

Mr. Tom Elkins

Medical Facilitics Planning Section
Division of Facilities Services
2714 Mail Service Center

Raleigh, NC  27699-2714

Re: Special need determination for CyberKnife, Cape Fear Valley Health System
Dear Mr. Elkins:

For the past 25 vears, the Cancer Center ot Cape Fear Valley has been caring for the
people of southeastern North Carolina.  Our commitnient has been providing optimal
state of the art treatment at Home and having the capacity to take care of every one who
needs our services. We believe we offer the most comprehensive program in our region.
We now have four fully utilized hnear accelerators, threc at Cape Fear Valley Health
Systenm and one at our recently opened facility in northern Cumberland County, Health
Pavilion North. We also have a contract to manage the Radiation Oncology Division of
Gibson Cancer Center of Southeastern Regional Medical Center in Lumberton.
Therefore, we are direetly involved in the care of patients from a large parl of
southeastern North Carolina from the Rescarch Triangle down to Wilmington.

Our patients’ aceess to the latest and best technology has rivaled that of our netghboring
university hospitals. We now offer three dimensional conformal radiation therapy.
intensity modulated radiation therapy and image guided radiation therapy. We have an
extensive brachytherapy program that includes prostate implants and high dose rate
therapy for gynecologic malignancies and partial breast yrradiation, 1.¢. MammoSite.

Access to the latest technology is important but we 2lso offer services that address the
mind, body and soul of our patients both during and after treatment.  Our Qasis
Complementary Medicine Program includes six different support groups for patients and
their families, nutritional classes, Healing Touch, Tai Chi, Reflexology, Massage
‘Therapy and Look Good Feel Better.

While we are constantly refining and updating our existing programs we also have an on
going obligation to evaluate new treatments that should be available to our patients and
that will be future benchmarks for a comprchensive community cancer center. W
therefore previously submitted a proposal to ebtain a Certificate of Need to develop a
stereotactic radiosurgery program based on the CyberKnife Radiosurgery system. Before
doing so we carefully analyzed the needs of the patients we serve, our ability to meet
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POY Bone #1208 FaverteslTe, SO 28309 A10 G00-060 - 3000 682 80507 - FAN <10 sodnd]s
Cape Fear Valley Medioal Center




those needs and the potential impact of this service on our existing program as well as the
other programs in our area. We conferred with two representatives of the CON Division
Facihity Services regarding our intent prior to filing our apphication and we were led to
believe that our application was appropriate. We feel that our subsequent proposal fully
satisfied the rules and guidelines that we were led to believe existed at that time for major
medical equpment. Furthennore, we belicve that our application was denied based on
the faulty assumption that a CyberKnife is a traditional linear accelerator. This would be
tantamount to categorizing a GammaKnife as a cobalt machine.

Stereotactic radiosurgery depends upon exquisite high resolution imaging of the target
(lesion/tumor) and the surrounding normal structures and the ability to deliver a very high
dose of radiation to that target with sub-millimeter accuracy using a large number of
small cross-fired radiation beams as a non-invasive surgical knife. This use of radiation
1s aptly termed “surgery without a kmife™.

Patients who are candidates for radiosurgery are a unique group and most often simply
have no other alternative.  They are often medically inoperable due to pre-existing
conditions such as chronic lung discase, coronary artery disease, etc. The tumor may be
surgically unresectable.  They may have recurrent tumor within a previously irradiated
arca.

In other words, these are patients that you otherwise just could not treat in any other way.
Treating them, therefore, does not decrease the workioad on your existing lincar
accelerators. As a matter of fact, stanstics from departments with a CyberKnife show an
increase sn the number of patients receiving traditional radiation therapy.  This
phenomenon s generally attributed to an enhanced departmental image which leads to an
increascd number of referrals.

The GummaKnife was the first instrument developed for radiosurgery. This machine
focuses 201 beams of gamma radiation from 201 scparate cobalt sources ot a precise
target. It is limited to neurosurgical/brain-only applications and requires immobilization
with a nigid head frame that is attached 1o the skull with four pins. Treatment planming
may require several hours thereafter and the head frame must remain in place. Therefore,
due to the complexity of the set-up and patient tolerance, GammaKnife treatment is
limited to a single fraction.

The foundation of radiation oncology departments is the traditional linear accelerator.
Recent advances in hnear accelerator technology include intensity modulated radiation
therapy (IMRT) and image guided radation therapy (IGRT). These techniques allow for
more precise trradiation of the intended target while limiting the dose to adjacent critical
structures.  Several machines, ¢.g., Varian's Trilogy, Elekia's Synergy and BrainLab's
Novalis, are designed to be “all purpose™ units capable of standard treatment as well as
intracramal and extracramal stereotactic radiosurgery.  However, recent SUTVEVS
mcluding an analysis of these machines in our own State shows that they are
underutilized for this purpose.




We considered these all-purpose lincar accelerators as well as Tomotherapy when we
made our choice and after considerabie consultation and thoughtful analysis we are
absolutely convinced that none of them performs intracranial and extracranial stercotactic
radiosurgery with the precision, elegance and efficiency of CyberKmfe.

The CyberKnifc was developed exclusively for stereotactic radiosurgery.  The
CyberKnife includes a light, compact 6MeV linear accclerator mounted on a precisc
computer driven robotic arm. Patients are treated lying on a couch while the robotic arm
moves the small lincar accelerator around then. The machine 1s capable of delivering
beams as small as 5 mm from 1600 different positions. It can therefore deliver a
homogenous dosc to a target of any shape with sub-millimeter accuracy by
superimposing a very large number of suitably angled and weighted small beams.
Uniquely, the position of the target 1s continuously monitored throughout treatment and
the robot trajectory is appropriately adjusted to account for any patient movement.
CyherKnife can thercfore treat lesions that move with respiration. The patients can be
treated without uncomfortable body or head frames and treatment can be fractionated,
i.¢., one to five treatments instecad of only one, and this may be beneficiul when the target
closely approximates a critical radiosensitive structure.

The CyberKnife can be used to treat a wide variety of medical conditions including
cancers, benign tumors, and lesions anywhere in the body and now at lcast 50% of
treatments are extracranial. CyberKnife radiosurgery can be used for benign intracranial
lesions such as acoustic neuroma, meningioma, pituitary adenoma, arteriovenous
malformation and trigeminal ncuralgia. It often provides superior palliation 1n patients
with brain metastases. Palients with early stage cancers of the lung or prostate can
achieve results comparahle to surgery if they wish to aveid an operation or 1f they are
medically unfit for an invasive procedure. Unprecedented local control can be achieved
in certain inoperable tumors, e.g. pancreas. CyberKmife radiosurgery can provide rapid
durable palliation in patients with bone, spinc and liver metastases. It may be the only
alternative for patients who have suffered locul recurrcnce in spite of previous surgery
and/or radiation therapy. In many instances, CyberKnife allows treatment for patients
who are simply untreatable in the past.

A CyberKnife is no more a traditional linear accelerator than a GummaKnife is a cobalt
machine and [ fear that this misconception, if it persists, will deny our paticnts access to
this new and exciting technology. As noted, a radiosurgery program attracts new patients
that othenwise would not be treated and therefore, at least initially has no cffect on the
utilization of existing linear accclerators.  As noted above, 1t may actually increasc
utilization in the future. Thercfore, it seems unreasonable for an institution who can
demonstrate the need for and the means to provide stercotactic radiosurgery to have to
wait untl there is an allocation for an accelerator in their area. Similarly, it also scems
unreasonable to require an institution with fully utihzed linear accelerators to
decommission and relinquish the CON for onc of their machines i order to acquire &
stereotactic radiosurgery system in a timely fashion since this would inevitably result in
over utilization of their remaining machines. This scenario could be a nighunare for all
of us!




We believe that our application for CvberKnife demonstrates a need for stercotactic
radiosurgery in our area as well as our ability to provide this scrvice in an optimal
fashion. While there arc other methods of delivering stercotactic radiosurgery, we feel
that CyberKnife is unique and the best solution for our patient population. Different
institutions have different nceds and mayv decide that GammaKnife. Tomotherapy or a
modified all-purpose accelerator is best for them. We would not presume to select which
technology 1s best for them or interferc with their ability to obtain a proper CON.

In summary, we believe that Jedicated stereotactic radiosurgery systems such as
CyberKnife should be placed in a special category and not considered replacement for
standard linear accelerators.  This would facilitate the orderly, controlled growth of
stercotactic radiosurgery in North Carelina and ensure that our patients continue to have
optimal access to oncalogy services.

Sigerely,

/;“,‘QBA-—\A»—-

J. Hugh Bryan, MD
Medical Director
Radiation Oncology
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June 25, 2007

Mr. Tom Elkins

Medical Facilities Planning Section
Division of Facility Services

2714 Mail Service Center

Raieigh NC 27699-2714

RE: Special Need Determination for CyberKnife, Cape Fear Valley Health
System

Dcar Mr. Elking-

I am writing to you in my capacity as chief of Radiation Dncology at Sinai
Hospital of Baltimore. We provide standard Radiation Oncology services, both
2-dimensional Radiation Therapy and 1ts immediate successor, J-dimensiona)
confonmal radiation therapy (3D-CRT), and the two subsequent upgrades,
Intensity Modulated Radiation Therapy (IMRT), and Image-Guided Radiation

1009 with the CyberKnife, and in January of this year we started Operations with
our second CyberKnife, so great has the demand for it been. Unlike the
aforementioned modes of pure Radiation Oncology, SRS is really a hybrid of
radiation and surgery. Here, multiple pinpoint precise individua) beams of
trradiation arc directed to a target, deliveting doses far in excess of what can be
donc with any of the available modalities of standard uradiation, with the aim of
ablating the tumor. SRS is truly “surgery without the scalpel”—it takes its
lineage from the traditional neurosurgical/brain-only applications as provided by
Gamma Knife, but with the crucia) differences that it does not require that the
patient be rigidly immobilized, and that it can treat lesions anywhere in the body.
Atour center we have already treated over 60 cases of medically inoperable hung
canccrs, and we presently have the largcest series of stercotactically treated
unresectable pancreatic cancers in the world!

Almost ail Radiation Oncology departments today have trad;tional linear
accelerators with IMRT/IGRT capacity, which allow for better treatment than
older methods of therapy for cages where the tumor exists closc to critica)
structures. But these systems do not and can not do true radiosurgery.




Stereotactic radiosurgery differs from these other techniques in several crucial
ways:

1. Only the gross tumor is treated, with no aiternpt to treat the
surrounding soft tissues and/or the draining lymph nodes, which may
Or May not contain microscopic tumor.

2. Lutle or no margin around tbe tumor is added to allow for day-to-day
Sct-up vanations or uncertainties, even without nigid immoblization,
because ...

3. The system “knows™ in real time where the paticnt and the tumor are
located in all three dimensions and adjusts accordingly. Unlike the
situation with IGRT, wherein imaging allows for precise day-to-day
setup before the beam is turned on, this is yue image guidance and
antificial intelligence technology. Incredibly high doses of irradiation
are delivered with pinpoint precision even 1o rumors that constantly
move with respiration, in paticnts who move randomly and
intermittently, with a margin of error of at most 1-2 millimeters!

4. Courses of treatment are administered over one to five fractions, not
over several weeks, as is the case with standard Radistion Oncology.

SRS Is not an alternative to radiation but to surgery. The paradigm bhere is
that is that jt is the surgeon who determines that whereas idcally the patient
would be taken to the O R, surgery is precluded because the patient is
medically inoperable (c.g. severe COPD or cofonary artery disease), and/or the
tumor is surgically unresectable (c.g. it is encasing major vessels, of the region
has alrecady undergone maximum prior surgery or radiation). We recently Joocked
back at all our CyberKnife cases, and found that virtually rone of them could be
treated with the avajlable technology of pure Radiation Oncology (2D, 3D,
IMRT or IGRT).

! would respectfuily submit that dedicated SRS systems such as the CyberKnife
should be separately accountcd for in North Caroling for radiation therapy
systems. These units arc not replacements for standard linear accelerators, but
rather, an entirely new modaliry, a hybrid of radiation and surgery, which provide




an alternative tg surgery for patients who heretofore had simply run out of
options.

Sincerely yours,

(—‘_\"‘
\mr, M.D., FACR

Chairman, Department of Radiation Oncology
Sinai Hospital of Bahimore
MIB/imb
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Southwest RaduationOncology
S

June 23, 2007

Mr Tom Elkins

Medical Facilities Flanning Section
Division of Facility Services

2714 Mal Service Center

Raleigh NC 2769%-2714

RE. Special Need Determination for CyberKnife, Cape Fear Valley Health System

Southwest Radiation Oncology is an Oklahoma provider of Radiation Oncology services. These
services include devices that can provide radiation therapy (RT), Intensity Modulated Radiation
Therapy (IMRT), and Image-Guided Radiation Therapy (IGRT). [n 2003, we investigated
adding a Stereotactic Radiosurgery (SRS) Program to our practice.  Qur research indicated that
SRS has esolved from the traditional neurosurgicalbrain-only applications as provided by
Gamma Knife or similar devices inlo a treatment option for lesions anywhere in the body.

Before adding SRS to our practice we investigated thoroughly the impact an SRS program would
have on our existing radiation therapy programs, our patients, and our community.

Many centers have traditional linear accelerators that used advanced technology for enhanced
patient treatment, such as intensity modulated radiation therapy and‘or image guided radiation
therapy Although these allow for better treatment than older methods of therapy for cases where
the tumor exists close to critical structures, they are technologically and clinically distinet from
radiosurgery. Stereotactic radiosurgery (SRS) differs from these other techniques in several ways:

! Patients are treated in 1-3 fractions, not several weeks,

2 The identifiable tumor 15 treated, not areas at risk.

3. Little or no margin around the tumor is added to account for set-up uncenainties.

4 lImage guidance 15 used daly

SRS 15 generallv used in two situations. -

1. The paticnt would ordinarily be treated with surgery, but is not medically fit for such
surgical intervention.

2. The problem is one for which surgery is impossible or inadvisable and standard
rutdiation technigues have a high risk of resulting in significant injury.

SRS can sometimes be performed by traditional linear accelerators using special modifications,
but is probably best performed by dedicated systems such as the CyberKnife. The CyberKnife
also has the advantage of allowing motion tracking for tumars that move with respiration, and is
the only system capable of such tracking.

For all these reasons, dedicated SRS systems such as the CyberKnife should separately accounted
for in the planning of the state of North Carolina for radiation therapy systems. Thesc units are
not replacements for standard tinear accelerators. [t would be anticipated that the number of such
systems would be far lower than the number of standard accelerators, but additional linear

accelerators will not replace these systems
Sincerely,
FAEE
;i -

Mifiton A. Medbery, I, M D
President
Southwest Radiation Cncolopy
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July 27,2007

Tom Elkins

Medical Factlities Planning Section

The Division of Health Service Regulation
2714 Mail Service Center

Raleigh, NC 27699-2714.

Dear Mr. Elkins:

[ am writing to support Cape Fear Valley Health System’s request in petitioning for a need
adjustment to the State Medicat Facilities Plan (SMFP} to add the need for a CyberKnife
Stereotactic Radiosurgery System in Area 18, | feel that the best possible healtheare and health
technology should be available for our citizens. [ believe that if Cape Fear Valley Health System
replaces one of its fully-utilized linear accelerators. it will not best serve patients and that arca
residents should have access to leading edge technologies accessible to other North Carohina
residents,

I am convinced that Area 18 is truly in a unique position relative to its large population and 1ts
inability to replace a highly utilized linear accelerator with CyberKnife cequipment for
stereotactic radiosurgery. It doesn’t seem fair that arcas with fewer capacity constraints should
have better access o SRS/SRT services than other areas in North Carolina.  For Cape Fear
Valley. along with the residents of Arca 18, to possibly not be able to gain access to CyberKnite
technology considering a) the current linear accelerator methodology. b) the CON section’s
interpretation that the SMEP demonstrate a need for an aceelerator before CyberKnife equipment
is acquired, and ¢} the current utilization rate of Area 18°s lincar accelerators, in my opinion 1s
unrcasonable.

Your consideration to this request is appreciated.

Sincerely. .
I-d Melvin

Commissioner
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July 27. 2007

Tom L)kins

Medical Facilities Planning Section

The Division of Health Service Regulation
2714 Mail Service Center

Raleigh, NC 27699-2714

Pear Mr. Elkins:

Please accept this letter as my support of Cape Fear Valley Health Svstem’s request 1n
petitioning for a nced adjustment to the State Medical Facilities Plan (SMI'P) to add the nced for
a CyberKnife Stereotactic Radiosurgery System in Area 18. The health system is convinced that
replacing one of its fully-utilized linear accelerators will not best serve patients and that area
residents should have access to leading edge technologies accessible to oiher North Carolina
residents.

For Cape Fear Valley. along with the residents of Area 18. to possibly not be able to gain access
to CyberKnife technotogy considering a) the current linear aceelerator methodology. by the CON
section's interpretation that the SMEFP demonstrate a need for an accelerator before CyberKnife
cquipment is acquired. and ¢) the current utilization rate of Area 18's lincar accelerators. in my
opinion is unrcasonable. Moreover, when need is identified in future SMFPs. Cape Fear Valley
or other Area 18 providers may be compelled to add an EBRT lincar accelerator given the
capacity constraints (surely to be created if one of the current accelerators is replaced). 1 am
convinced that Area 18 is truly in a unigue position relative to its large population and its
inability to replace a highly utilized linear accelerator with CyberKnife equipment for
stereotactic radiosurgery.

I am hopeful that you will be convineed by the reasonable rationale submitted by Cape Fear
Valley Health System that a need adjustment to {he State Medical Facilities Plan (SMFP) to add
the need for a CyberKnife Stereotactic Radiosurgery System in Area |8 is warranted and has

(.'rf:‘f‘mrmlg Orer Past .1furf‘r.n'n|‘g Our Future
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merit. As a long time resident and member of the Cumberland County Board of Commissioners.
1 want the best possible healthcare and health technology available for me as well as the citizens
[ represent. Thank you for your consideration of this request.

Sincerely.

Billy R. King .
Commissioner

mc
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July 27,2007
Tom Elkins
Medical Facilities Planning Section
The Division of Health Service Regulation
2714 Mail Service Center
Raleigh, NC 27699.2714 :

Dear Mr. Elkins:

| support Cape Fear Valiey Health System’s request in petitioning for a need adjustment to the
State Medical Facilities Plan (SMFP) to add the need for a CyberKnife Stereotactic Radiosurgery
System in Area 18. 1 feel that the best possible healthcare and health technology should be
available for our citizens.

Yor Cape Fear Valley. along with the residents of Area 18, 10 possibly not be able to gain access
to CyvberKnife technology considering a) the current linear accelerator methodology. b) the CON
section’s interpretation that the SMFP demonstrate a need for an accelerator before CyberKnife
equipment is acquired. and ¢) the current utilization rate of Area 18°s linear accelerators, in my
opinion is unreasonable. Morcover. when need is identified in future SMFPs, Cape Fear Valley
or other Area 18 providers may be compelled to add an EBRT linear accelerator given the
capacity constraints (surely to be created if one of the current accelerators is replaced).

I would appreciate your consideration in granting the request for the need adjustment to the State
Medical Facilities Plan (SMFP) to add the need for a CyberKnife Stereotactic Radiosurgery

System in Area 18,

Sincerely,
\?'- ¢ -mmud:t'* LW U"S\

Jeannette Council
Commuisstoner
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July 27,2007

Fom EFlkms

Medical Facilities Planning Section

Fhe Division of ilealth Servive Regulation
2714 Ml Seoviee Center

Raleygh, NC 2704U)-27 14

Dcar Mr. Flkins

Please accept this letter m support of Cape Fear Valley Health Svstem's request i petioning for a need
adjustment to the State Medical Facthties Plan (SMEP)Y (0 add the need for a CvberKmife Sterentactic
Radiosurgery System e Area 180 T heheve that it Cape Fear Valley Health System replaces one of s
fully-utihzed hinear aceelerators it will not best serve patients and that arca residents should have access
to leading edye technologies aceessthle o other North Carolima residents. | feel that the hest possible
healtheare and health teehnology should he avarlable for aw cihzens,

1 am convineed that Arca 18 s truly i a umgue position rekabive toats large population and s mabihty o
replace a highly utilized Imear accelerator with CyvherKmfe equpment for stereotactic radiosurgery. It
doesn’t seem e that areas with fewer capacity constrints should have better access 1o SRSSR1
services than other areas 1n North Carohna. For Cape Fear Vailey, along wath the residents of Area 18 to
possibly not be able to gain aceess o CyberKmie technology considening a) the current hinear aceelerator
methodology, by the CON seetion’s mterprelation that the SMEP denumstrate a need for an accelerator
hetore CvberKnife equipment 1s acquired, and ¢} the cuirent utibzation rate of Area I8's lincar
accelerators, tn my opion 1s unreasonable. Moreover, when need 15 identified in tuture SMEPs, Cape
Fear Vallev or other Area 18 providers may be compelled o add an EBRT hnear aecelerator miven the
capacity cons s tsurely o be ereatedofoae of the current seeeleratorsas replaced).

I would appreciee your favorable consideration of the request tor the need adjustment to the State
Medieal Faciimes Plan (SMEP) to add the need for a CyberKmfe Stereotactic Rachosurgery System m
Arca 1%

Smerely,

County Manacer
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July 27,2007

Tom Elkins

Medical Facilities Planning Section

The Division of Health Service Regulation
2714 Mail Service Center

Raleigh. NC 27699-2714

[Dear Mr. Elkins:

This letter is written in support of Cape Fear Valley Health System’s request in petitioning tor a
need adjustment to the State Medical Facilities Plan (SMEP) to add the need for a CyberKnife
Stereotactic Radiosurgery System in Area 18. [ agree with Cape Fear Valley Health System that
replacing one of its fullv-utilized linear accelerators will not best serve patients and that area
residents should have access to leading edge technologivs accessible to other North Carolia
residents. As a long -time resident and member of the Cumberland County Board of
Commissioners, | want the best possible healtheare and health technology available for the
citizens of Cumberland County.

It doesn't scem fair that areas with fewer capacity constraints should have better access to
SRS/SRT services than other areas in North Carolina. For Cape Fear Valley along with the
residents of Area 18 to possibly not be able to gain access to CyberKnife technology considering
a) the cerrent lincar accelerator methodology. b the CON section’s interpretation that the SMFP
demonstrate a need for an accelerator before CyberKnife equipment is acquired, and c) the
current utilization rate of Area 18's lincar accelerators. in my opinion is unreasomable.
Moreover, when need is identified in future SMFPs. Cape Fear Valley or other Area 18 providers
may be compelled to add an EBRT linear accelerator given the capacity constraints (surely to be
created if ane of the current accelerators is replaced). 1 am convinced that Area 18 is truly in a
anique position relative to its large population and its inability to replace a highly atilized linear
accelerator with CyberKnite equipment for stercotactic radiosurgery.

(.}'frl"ruur{g Cur Past f.-nhm.fn_g € her Frtiere
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I am hopeful that you will agree that a nced adjustment to the State Medical Facilities Plan
(SMFP) to add the need for a CyberKnife Stereotactic Radiosurgery System in Area 18 is
warranted and has merit. Thank you for your consideration of this request.

Sincerely,
f_} &uw MLCU-LLO

J. Breeden Blackwell
Vice-Chairman

me
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July 27, 2007

Tom Elkins

Medica! Facilities Planning Section

The Division of Health Service Regulation '
2714 Mail Service Center

Raleigh. NC 27699-2714

Dear Mr. Elkins:

Please know that I am in support of Cape Fear Valley Health System's request in petitioning for
a need adjustment to the State Medical Facilities Plan (SMEP) to add the need for a CybherKnife
Stercotactic Radiosurgery System in Area 18. The health system is convinced that replacing one.
of its fully-utilized linear accelerators will not best serve patients and that area residents should
have access to leading edge technologies accessible to other North Carolina residents.  As a long
time resident and member of the Cumberland County Board of Commissioncrs. [ want the best
possible healthcare and health tec hnology available for me as well as the citizens [ represent.

For Cape Fear Valley. along with the residents of Arca 18. to possibly not be able to gain access
to CyberKnife technology considering a) the current linear accelerator methodology, b) the CON
section’s interpretation that the SMFP demonstrate a need for an accelerator before CyberKnife
equipment is acquired, and ¢) the current utilization rate of Arca 18’s linear accelerators, in my
opinion is unreasonable. Moreover, when need is identified in future SMFPs, Cape Fear Valley
or other Arca |8 providers may be compelled to add an EBRT lincar accelcrator given the
capacity constraints (surely to be created if one of the current accelerators is replaced). I am
convinced that Area 18 is truly in a unique position relative to its large population and 1ts
inability to replace a highly utilized linear accelerator with CyberKnife equipment for
stereotactic radiosurgery. 1t doesn’t seem fair that arcas with fewer capacity constraints should
have hetter access 10 SRS/SRT services than other arcas in North Carolina.

I am hopeful that you will he convinced by the reasonable rationale submitied by Cape Fear
Valley Health System that a need adjustment to the State Medical Facilities Plan (SMFP) to add

(.‘:‘f:'f‘mrmg (e Past. .fi'mf'm.-'mkg  her Frtre
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the need for a CyberKnife Stereotactic Radiosurgery System in Area 18 is warranted and has
merit. Thank you for your consideration of my and their request.

Sincerely,

lreniTC £ 4

Kenneth $. Edge
Chairman

fme




Health & Healing
2623 Westchester Drive
Fayetteville, NC 28303-5227

July 31, 2007

Mr. Tom Elkins

Medical Facilities Planning Scction
Division of Health Scrvice Regulation
2714 Mail Service Center

Raleigh, NC 27699-2714

Decar Mr. Elkins:

1 am writing on behalf of Cape Fear Valley Health System (CFVHS) to request your
support in adjusting the definition of “need” for the system. Asa retired MCH nursing
consultant with the Division of Health Services. 1 support the need for your agency to
oversee allocations of “high- dollar” medical cquipment in our State. In my former life. |
found that the Cumberland-Bladen-Robeson-Sampson geographic arca was always trving
to play catch-up with the rest of North Carolina in obtaining the equipment nceded to
provide appropriate services to the population in three of the geographically largest
countics of our State. Because we arc still trying to catch up on cquipment and because
of the geographic size of the arca, we needed the Linear Accelcator placed at the Health
Pavilion North campus of CFVHS to meet the needs of our citizens.

Today, we arc also in a new era for Cape Fear Valley Heaith Systen. In addition to the
more routine services found in a large medical center. we are ready to provide cutting-
cdge technology. We arc also attempting to reach out to the surrounding countics to mect
the needs of the medically underserved population in this large region as well as that of
Cumberland County. In addition, Ft. Bragg is one of the bases that is in the process of
enlarging under the Base Realignment and Closure (BRAC) recommendations; and, Ft.
Bragg is a base of choice for soldiers who have exceptional family member needs. Our
neurosurgeons serve both soldicrs and their dependents. It is anticipated that we may
also see the nced for CyberKnifc Stereotactic Radiosurgery in this younger population.

Last November we requested approval for the CyberKnife. Please sec my attached lctter
of support dated 11/09/06. Nothing has changed, except my friend. the cancer patient
who could have used this type of surgery, has dicd. We still have the support of the
multiple physician practices and people in nced. While we stil! need and utilize the
Lincar Acceleator when it is appropriate, we also have a nced and responsibility to
provide cutting-cdge technology to the population of Southeastern North Carolina which
the CyberKnife Stercotactic Radiosurgery system will provide. While this 15 a large
geographic arca, Favetteville is casily accessible to all major areas in the surrounding




counties. We hope you will consider the placement of the CyberKnife at Cape Fear
Valley Hcalth System to meet your objectives: to promote and cncourage cost-cflective
quality health care services and to expand the health care services to an area that is
medically underserved. With your support, we, the trustces of Cape Fear Valley Health
System, are willing to take on this responsibility.

Thank you in advance for expanding your consideration to enabie us to meet the nceds of
the population of southeastern North Carolina.

Sincerely.
Mary Buie, RN. MPH, Secretary/Treasurer

Cape Fear Valley Health System Board of Trustecs

Ce: lynda Clark
Joyee Korzen

g ]
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3481 Thamesford Read
Fayetieville, NC 28311
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Julv 31, 2007

Tom Elkins

Medical Facilities Planning Section

The Division of Health Service Regulation
2714 Mail Service Center

Raleigh, NC 27699-2714

Dear Mr. Elkins:

Please know that | am in support of Cape Fear Valley Health System’s request in
petitioning for a need adjustment to the State Medical Facilities Plan (SMFP) to add the
need for a CyberKnife Stereotactic Radiosurgery System in Area 18. The health system-
is convinced that replacing one of its fully-utilized linear accelerators will not best serve
patients and that area residents should have access to leading edge technologies
accessible to other North Carolina residents. As a long time resident of Cumberland
County, former Superintendent of the Cumberland County School System and a current
member of the Board of Trustees, I know that we need the best possible healthcare and
health technology available for the citizens of Cumiberland County and this region.

For Cape Fear Valley along with the residents of Area 18 to possibly not be able to gain
access to CyberKnife technology considering a) the current linear accelerator.
methodology, b) the CON section’s interpretation that the SMFP demonstrate a need for
an accelerator before CyvberKnife equipment is acquired, and c¢) the current utilization
rate of Area 18’s linear accelerators, in my opinion is unreasonable. Moreover, when
need is identified in future SMFPs, Cape Fear Valley or other Area 18 providers may be
compelled to add an EBRT linear accelerator given the capacity constraints (surely to be
created if one of the current accelerators is replaced). 1 am convinced that Area 18 is
truly in a unique position relative to its large population and its inability to replace a
highlv utilized linear accelerator with CyberKnife equipment for stereotactic
radiosurgery. It doesn't seem fair that areas with fewer capacity constraints should have
better access to SRS/SRT services than other areas in North Carolina.

Hopefully, you will be convinced by the reasonable rationale submitted by Cape Fear
Vallev Health System that a need adjustment to the State Medical Facilities Plan (SMFP)
to add the need for a CyberKnife Stereotactic Radiosurgery System in Area 18 is
warranted and has merit. Thank vou for your sincere consideration of Cape Fear
Valley's request.

an, Board of Trustees
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BLADEN COUNTY HOSPITAL

July 31, 2007

Mr. Tom Elkins. Medical Facilities Planning Section
Division of Health Service Regulation

2714 Mail Service Center

Raleigh, NC 27699-2714

Dear Mr. Elkins,

On behalf of Bladen County Hospital and the citizens of Bladen County, | am writing to
support the application submitted by Cape Fear Valley Health System for an additional
linear acceleration dedicated to Cyberknife Techrology.

It is our understanding that this minimally invasive technology is rapidly becoming standard
of practice throughout the state for the treatment of cancer. and we support the efforts of
Cape Fear Valley Health Systemto bring Cyberknife Stereotactic Radiosurgery to the
citizens of Southeastern North Carolina.

This technology requires the dedication of a linear accelerator and we believe that the
advancements in medicine should be considered in adjusting need determination for linear
accelerators in the State's Medical Facility Plan. Recognizing that the regional demand for
the existing linear accelerators exceeds capacity further compels us to support this
request.

In summary, Bladen County Hospital, as a primary care provider in a contiguous county,
supports Cape Fear Valley Health System's request to appropriately adjust the need
determination as stated in the State Medical Facility Plan to recognize the requirements for
Cyberknife Stereotactic Radiosurgery in area 18.

Respectfully submitted,

vid J. Mésterson\CEO
Bladen County Hospital

Cc: Lynda Clark, VP Professional Services
CFVHS
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Mr. Tom Elkins

Medical Facilities Planning Section

The Division of Health Service Regulation
2714 Mail Service Center

Raleigh, NC 27699-2714

Dear Mr. Elkins:

Recently, [ received information from Cape Fear Valley Medical Health System
(CFVHS) advising that a request for a CyberKnife Stereotactic Radiosurgery System was
denied by your section.

I would like to request that due to the significance of the geographic location and
the population in our regton you reverse this decision, make an adjustment to need
determination, and grant this certification of need for the CyberKnife Stereotactic
Radiosurgery System. Our military base alone will increase by 2,100 people before the
year 2010. As you know, our area is still the predominate metro-hub in southeastern
North Carolina, and I feel the requested system would be of great value to the citizens of
Cumberland and surrounding counties.

Your consideration of this request is appreciated, and if you have any questions or
I can be of further service, please contact me.

Sincerely,
John W."Bil™ Hurley
JWHm
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Division of Health Service Reaunlation
2714 Mail Service Center
Raleigh, NC 276992714

Dear Mr. Elkins.

['am wniting this letter on behalf of Cape Fear Valley Health System's request
for an adjustment to the need determination for the development of a
CyberKnife Stercotactic Radiosurgery system in the 2008 Sate Medical
Facihties plan (SMFP} in linear accelerator area 18 (Area 18).

As an Otolaryngologist and a member of the Cumberland County Board ot
Commissioners, | strongly support this request for the requested adjustment of
the SMEP. It is my understanding that the previous application for the
CyberKnife was denied because the population per aceelerator in Area 18 did
not exceed 120,000 persons and only 12% of patients treated here resided
outside Area 18. There are two issucs here that must be considered. As yvou
may very well know, with the recent base realignment. there will be
substantial growth in the Cumberland County and surrounding region over the
NeNE 3-4 vediss Asa county commissioner. I have been brieted as county
commissioners that up to 40,000 people will be moving into Cumberland
County and surrounding counties because of the expected growth of Fort
Bragg. There will. therefore, be increased need for this type of treatment tor
the military and their dependents as well. In addition. there is an ever
increasing number of specialists in Cumberland County and surrounding arcas
whao will be referring patients for this technology. 1 strongly believe in my
own specialty and in others that this type of new technology will be a strong
draw for patients to have access to and utilization of this new technology,

It is also impractical for Cape Fear Valley to replace an existing lincar
accelerator with the CyberKaife technology. Our utilization of our current
lincar accelerators already exceeds the state requirement for an additional

Sth Floor, New Cotrthouse s PO, Box 1829 v Favetterille, North Caroling 283021829 v (9104 678=7771 v Faci9itp678-7770




accelerator. By merely substituting the CyberKnife for a hinear aceelerator, it
will delay needed radiation therapy to patients requiring that spectfic
methodology rather than the treatment offered by the CyberKnife technology.

Finally. T am aware that CyberKnife services are available in Asheville and in
Concord. In addition. UINC and Fast Carolina University have either been
approved or have applied for this technology. For many vears. residents of
Cumberland and 5urr0undmg, counties have been delayed in obtaining needed
approvals for services to be provided to our residents. This is a low wealth
arca and our patients deserve and need access to the latest technology in the
treatment of their malignancies. It is impractical for many of these low
income patients to travel to UNC or, as [ believe likelv, to one of the fucilities
in Wake County or to Duke University which will ultimately be approved. It
is entirely appropriate for the SMFP to be adjusted ta allow this technology to
be placed centrally in southeastern North Carolina and to provide service in
this area. As previously noted. Cumberland County and the € ape Fear Valley
Health System will be rapidly growing and. for the first time in my 27 vears
here. we are beginning to see an influx of new, well-trained physicians in
many spectalties. Although those persons living in the triangle have had the
privilege of casy access to specialty care for many years, that has not been
true in Cumbcerland County and in southeastern North Carolina. It is time to
allow Cape Fear Valley Health System to provide this needed service as soon
as possible.

If T may supply addittonal information, please do not hesitate to contaet me.

erely,

T

JohnF. Henlev, Jr.. MD
JTH Cwe
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Raletgh, NC 27699-2713
i Medical Faciliries
Plasning Section

Dear Mr. Elkins:

This letter 1s written in support of Cape Fear Valley Health System’s request for
an adjustment to need determination for the development of a CyberKmife Stereotactic
Rudiosurgery System in the 2008 State Medical Facilities Plan (SMFP) in linear
accelerator Area 18.

Cape Fear Valey Health System’s linear accelerators already exceed the capacity
threshold, so replacing an existing linear accelerator with a CyberKnife Stereotactic
Rudiosurgery Systenas not an option for Area 18, Area 18 has a large population of over
535000 people. This is more than adequate to support a dedicated SRS/SRT service.

Cune Fear Valley Heslth Svetem has been nroviding quality healtheare for the
restdents of Cumberfand County and surrounding communities since 1956. The
additional services would allow them to provide the best available technology to treat

patients with devastating illnesses. [ would appreciate your consideration of this request.

Very truly yours,

4@ E. Rand

AER:t
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BLADEN COUNTY HOSPITAL
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July 31, 2007 405 0,4 -
Med, :
Mr. Tom Elkins, Medical Facilities Planning Section %m';:dﬁnes
Division of Health Service Regulation CTion

2714 Mail Service Center
Raleigh, NC 27699-2714

Dear Mr. Elkins,

On behalf of Bladen County Hospital and the citizens of Biaden County, | am writing to
support the application submitted by Cape Fear Valley Health System for an additional
linear acceleration dedicated to Cyberknife Technology.

It is our understanding that this minimally invasive technology is rapidly becoming standard
of practice throughout the state for the treatment of cancer, and we support the efforts of
Cape Fear Valley Health System to bring Cyberknife Stereotactic Radiosurgery to the
citizens of Southeastern North Carolina.

This technology requires the dedication of a linear accelerator and we believe that the
advancements in medicine should be considered in adjusting need determination for linear
accelerators in the State's Medical Facility Plan. Recognizing that the regional demand for
the existing linear accelerators exceeds capacity further compels us to support this
request.

In summary, Bladen County Hospital, as a primary care provider in a contiguous county,
supports Cape Fear Valley Health System’s request to appropriately adjust the need

determination as stated in the State Medical Facility Plan to recognize the requirements for
Cyberknife Stereotactic Radiosurgery in area 18.

Respectfully submitted,

avid J. Mésterson\CEO
Bladen County Hospital

Cc: Lynda Clark, VP Professional Services
CFVHS

FC. Box 398, Elizabethtown., N.C. 28337-0398 = (910} 862-5100
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Tom Elkins .

Medical Facilities Planning Section %"‘*‘"‘l\,' e

The Division of Health Service Regulation

2714 Mail Service Center

Ralcigh, NC 27699-2714. AUG G4 2007

Dear Mr. Elkins: mﬁgﬂﬁ

Cape Fear Valley Health System has submitted a request to the Division of Health Service
Regulation petitioning for a need adjustment to the State Medical Facilities Plan (SMFP) to add
the need for a CyberKnife Stereotactic Radiosurgery System in Area 18 and [ am extremely
supportive of this request. The health system is convinced that replacing one of its fully-utilized
lincar accelerators will not best serve patients and that arca residents should have access 1o
leading edge technologics accessible to other North Carolina residents.  As a long time resident
of Cumberland County and a current member of the Board of Trustees. I know that we need and
are expected to provided the best possible healthcare and health technology for the citizens of
Cumberland County and this region.

FFor the restdents of Arca 18 along with Cape Fear Valley to possibly not be able to gain access
to CyberKnife technology considering a) the current linear accelerator methodology, by the CON
section’s interpretation that the SMFP demonstrate a need for an accelerator belore CvberKnife
cquipment is acquired. and c) the current utilization rate of Area 18°s linear accelerators. in my
opinion is unreasonable. Morcover, when need is identified in future SMFPs. Cape Fear Valley
or other Area 18 providers may be eompelled to add an EBRT linear accelerator given the
capacity constraints (surely to be created if one of the current accelerators is replaced). | am
certain that Area 18 is truly in a unique position relative to its large population and its inability to
cepiace a ignly uilized finear aceclerator with CyberKnife equipnient for stereotactic
radiosurgery. It doesn’t seem fair that areas with fewer capacity constraints should have better
aceess (0 SRE/SRT services than other areas in North Carolina.

I'am convinced that after review of the reasonable rationale submitted by Capc Fear Valley
Health System that a need adjustmem to the State Medical Facilities Plan (SMFP) to add the
need for a CyberKnife Stereotactic Radiosurgery System in Arca 18 is warranted. has merit and
should be approved. Thank you for your sincere consideration of my support and Cape Fear
Valley's request,

ncerely, _
e %\/ C/%
John G. Bdic_ Jr.. C

President Cape Fear Valley Health Foundation Board of Trustees
Member Cape Fear Valley Health System Board of Trustees
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Medical Facilities Planning Section
The Division of Health Service Regulation AUG 02 2607
2714 Mail Service Center
Raleigh. NC 27699-2714 Medical Faciiiec
Planning Section

IDear Mr. Elkins:

Recently, | received information from Cape Fear Valley Medical Health System
(CFVHS) advising that a request for a CyberKnife Stereotactic Radiosurgery System was
denied by your section.

I would like to request that due to the significance of the geographic location and
the population in our region you reverse this decision, make an adjustment to need
determination. and grant this certification of need for the CyberKnife Stercotactic
Radiosurgery System. Our military base alone will increase by 2,100 people before the
year 2010. As you know, our area is still the predominate metro-hub in southeastern
North Carolina, and 1 feel the requested system would be of great value to the citizens of
Cumberland and surrounding counties.

Y our consideration of this request is appreciated, and if vou have any questions or
I can be of further service, please contaet me.

Sincerely.

’

John W. “Bill” Hurley
JWHm
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Mr. Tom Elkins
Medical Facilities Planning Section

N

Congress of the Unmted States
House of Representatives

The Division of Health Service Regulation

2714 Mail Service Center
Raleigh, NC 27699-2714

Dear Mr. Elkins:

1 am writing to you on behalf of Cape Fear Valley Health System in Fayetteville, North
Carolina. CFVHS has brought to my attention their concern over a need adjustment to

the State Medical Facilities plan (SMFP) to add a Cyperknife Stercotactic Radiosurgery
System in Area 18, as well as, their intent to file a petition for aneed adjustment to The

Division of Health Service Regulation in July 2007.

CFVHS has expressed 1o me their belief that replacing one of its fully-utilized linear
accelerators will not best serve patients and that area residents should have access to

DFS Heatrh Planning
RECEIVED

AUG O v 2007

Medical Facilities
Planning Secrion

leading edge technologies accessible to other North Carolina residents.

I thank you for your attention to this issue, and [ ask that you give their request your full

consideration.

Sincerely,

obin Hayes
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HAROLD L. GODWIN. M.D.
1813 Lakeshore Drive
Favetteville. NC 283(5-5240)
Phone: (910) 484-8311
Fux: {910) 609-6714
E-mal: hininagodwin@ webiv net

August 8, 2007
DFS Hetly
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Dyear My Flkins

Please know that Tan m support of Cape Fear Vallev Health SVSTem's request 1 petiioning for a
need adjustment o the Stare Medical Faalities Plan (SMEP) to add the need for g Cyvherlntte
Steteotacte Radiosurgery System i Area 18 The health sestem s convineed that replacing one of
s tully-unlized hinear accelerators will not best serve putients and that area residents should have
aceess to deding edge technologies iccessible o other North Carolina restdents. As a long nime
resident of Cumberland County, former practicing Internal Medicine phyvsician, former CEO) of the

Dyuke »outhern Area Health Lducanon Center, and 4 stre g supporter ot healtheare iy
communiry, T know that we need the best possable healtheare and headdh technology wvalable for the

atizens of Camberland Counry and this regron.

bor Cape Bear Valley wong with the residenes of Area 18 o possibly not be uble to g access 1o
Cyherhnite technology canadenny ay the current inear accekerator methodologe, by the CON
sectton’s mterpretanion rthat the SMEP demonsarate a need for an aceelerator before CyberKnife
cquipiient s acquired, and ¢ the current volizaton rate of Area 18« linear accelerators, in my
opiuon s unreasonable. Morcover, when need odennfied i future SMIFPs, Cape Fear Vallev or
other Area 18 providers oy be compelled to add an EBRT lincar acceleruor given the capactty
constranis (surely ro be created 1t one of the current wecelerators is replaced). 1 am convineed that
Area I8 truly meacunigue positionc relative to s loge population and its mabihte to replice a highly
utilized hiear aceelerator wirth CyberKntfe equipment for <tereotactic radiosurgery. 1t doesn’t seem
tarr that areas with foewer capacity constranes should have betrer aceess to SRS SR services than

other arcas 11 Norch Carolina

Hopefullv, vou will be convineed by the rewsonable runonale submutted by Cape Jear Valley Health
Suatem that a need adjostment to the State Medical Facilities Plan (SMEDP) to add the need for s
CyberKnite Srereotactie Radiosurgery Svstem in Area 18 18 warranted and has merit, Thank vou for
vour sincere constderaton of Cape Fear Valley's request.

smcerely,

Flarold . Godwin, MDD,
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Tom Elkins

Medical Facilities Planning Section

The Division of Health Service Regulation
2714 Mail Service Center

Raleigh, NC 27699-2714

Dear Mr. Elkins:

I am writing this letter in support of Cape Fear Valley Health Systems being allowed to have a cyber
knife.

| don’t know anything about a cyber knife but | do know about the suffering of cancer. | have had
prostate cancer for 15 years. Twice | had to take radiation and to date | am taking chemo therapy for
bone cancer. In January of this year we discovered that my wife had cancer and had to have her uterus
removed in February. In March we found that she had breast cancer, had surgery and then had to have
radiation. Because of all of this | have seen cancer patients for 15 years and | know how severe their
suffering is and | know that the people of Cape Fear valley Cancer Center are not only professional, but
are the most caring and kind people that you could find anywhere.

I realize that in your job money is more important to you than suffering; however, if you get cancer
you’ll find out that money becomes very unimportant — you want the people taking care of you to have

the best and latest equipment.

The Fayetteville area services over a half million population. Mr. Elkins, Cape Fear Valley Hospital
Systems and we cancer patients need and deserve the equipment for the cyber knife.

James D, DeVane, 1l

cc: J.Korzen, L. Clark
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Mr. Tom Elkins mﬁah@

Medical Facilities Planning Section
Division of Health Service Regulation
2714 Mail Service Center

Raleigh, NC 27699-2714

Decar Mr. Fikins:

1 am writing on behalf of Cape Fear Valley Health System (CFVHS) to request your
support in adjusting the definition of “need” for the system. As a retired MCH nursing
consultant with the Division of Health Services, I support the need for your agency to
oversee allocations of “high- dollar™ medical equipment in our State. In my former life, I
found that the Cumberland-Bladen-Robeson-Sampson geographic area was always trying
to play catch-up with the rest of North Carolina in obtaining the cquipment needed to
provide appropriate services to the population in three of the geographically largest
counties of our State. Because we are still trying to catch up on equipment and because
of the geographic size of the area, we needed the Linear Acceleator placed at the Health
Pavilion North campus of CFVHS to meet the needs of our citizens.

Today, we are also in a new era for Cape Fear Valley Health System. In addition to the
more routine services found in a large medical center, we are ready to provide cutting-
edge technology. We are also attempting to reach out to the surrounding countics to meet
the needs of the medically underserved population in this large region as well as that of
Cumberland County. In addition, Ft. Bragg is one of the bases that is in the process of
enlarging under the Base Realignment and Closure (BRAC) recommendations: and, Ft.
Bragg is a base of choice for soldiers who have exceptional family member needs. Our
neurosurgeons serve both soldiers and their dependents. It is anticipated that we may
also sec the need for CyberKnife Stercotactic Radiosurgery in this younger population.

Last November we requested approval for the CyberKnife. Please see my attached letter
of support dated 11/09/06. Nothing has changed, except my friend. the cancer patient
who could have used this type of surgery. has died. We still have the support of the
multiple physician practices and people in need. While we still need and utilize the
Lincar Acceleator when it is appropriate, we also have a need and responsibility to
provide cutting-edge technology to the population of Southeastern North Carolina which
the CyberKnife Stereotactic Radiosurgery system will provide.  While this is a large
geographic area, Fayctteville is easily accessible to all major areas in the surrounding




countics. We hope you will consider the placement of the CyberKnife at Cape Fear
Valley Health System to meet your objectives: to promote and encourage cost-effective
quality health care services and to expand the health care services to an area that s
medically underserved. With your support, we, the trustees of Cape Fear Valley lealth
System, are willing to take on this responsibility.

Thank you in advance for expanding your consideration to enable us to meet the needs of
the population of southeastern North Carolina.

Sincerely,

P e

Mary Buie, RN, MPH, Secretary/Treasurer
Cape Fear Valley Health System Board of Trustees

('c: Lynda Clark
Joyce Korzen

R




Health & Healing

2623 Westehester Drive
Fayetteville, NC 28303-5227

November 9, 2006

Ms. L.ynda B. Clark

Vice President, Professional Services
Cape Fear Valley Health System
1638 Owen Drive

Fayetteville, NC 28302-2000

RE:  Support of CON request for CyberKnife Stereotactic Radiosurgery System
Dear 1.ynda,

[ am writing this letier to support Cape Fear Valley Health System’s certificate of need
application 1o cxpand its ability 10 provide state-of-the-art-services to the citizens of
Cumberland County and southeastern North Carolina.

I 'was truly excited when I heard the presentation you made ar a board of trustees
committee meeting. Your presentation was great. but the enthusiasm of Dr. Hugh Bryan,
the radiation oncologist was invigorating. I have also talked with Drs. Carol Wadon and
Bruce Jaufmann, two greal neurosurgeons on staff at Cape Fear Valley and they, 100. arc
excited about the ability they will have to perform finite surgery.

I personally know several people who have had cancer for several years. One is now
dealing with metastasis 1o the lung in a Jocation 100 close to the spinal column for surgery
using our present technical capability. The CyberKnife System would be God-sent for
her. I'look forward 10 being able to help people, like my friend, with this new capability.
This has been presented to the Cape Fear Valley Health System Board of Trustees.who
looks closely at the cost of new technology in relation 1o the need of our citizens. We
overwhelmingly recommended that the CON 10 pursued.

Cape Fear Valley Health System has the backing of the Board of Trustees, the
excitement and commitment of multiple physician specialties and a population in
need of this service.

[ wish 1o thank the CON Section for consideration of this request and | strongly
encourage the CON Scetion 1o approve the Cyberknife Stereotactie Radiosurgery System
for Cape Fear Valley.

Sincerely,

Mary G. Buie, RN, MPH. Trustee
Cape Fear Valley Health System
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Raleigh, NC 27699-2714

Re:  Petition for a need adjustment to the SMFP (0 add CyberKnife
Cape Fear Valley Health System

Dear Mr. Elkins:

It is my anderstanding that Cape Fear Valley Health System is requesting a need
adjustment to the State Medical Facilities Plan (SMFP) to add the need for a CyberKnife
Stereotactic Radiosurgery System in Area 18. | certainly support this request.

Cumberland Coumy. along with surrounding counties. is experiencing rapid growth.
This is creating major needs important to the number of patients in this large area. This
CvberKnife Stereotactic Radiosurgery System is needed to support the treatnient needs of
the patients and the physicians.

I cncourage the Certificate of Need Section to adjust the need determination for
development of a CyberKnife Stercotactic Radiosurgery System for our Health System
and the citizens of Cumberland County and surrounding arca.

Sincerely,

ﬂtﬂ/& ]

Richard .. Player 111
2220 Bawview Drive
Fayeteville, NC 28305
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COMMENTS AND PETITION FOR CORRECTION TO THE INVENTORY

Petitioner:

Rex Hospilat DFS Healths Piassin,
4420 Lake Boone Trai RECEIVED
Raleigh, NC 27607

Represented by: A5O3 200/
Rebekah Swain

Director. Strategic Planning Medical Faciliries
(919) 784-4483 vt SeeTion

Executive Summary:

Rex Hospital requests that the State Health Coordinating Council adjust the inventory of
linear accelerators shown on pages 109 and 111 of the draft 2008 State Medical
Facilities Plan to correct the omission of the Franklin Regional Cancer Treatment Center.

Background:

The petilioner, Rex Hospital. is located in Wake County and provides cancer treatment
services in the Rex Cancer Center  The Rex Cancer Center was the first accredited
comprehensive community cancer center in North Carolina, as designated by the
American College of Surgeons. Rex provides radiation therapy services on four linear
accelerators, all currently tocated on its main campus in western Raleigh.

Franklin Regional Cancer Treatment Center is located in Louisburg. Franklin County,
NC. Franklin County, together with Wake and Harnett Counties, compnse linear
accelerator Service Area 20 as shown in Table 91, pages 112-114 of the draft 2008 State
Medicat Facilities Plan (“draft Plan™).

Franklin Regional Cancer Treatment Center (FRCTC) began providing services on May
1, 2006, as shown in Exhibit A, an articie from the Frankiin Times dated Juty 7, 2006.
The article states that the facility was to hold an open house on the following Tuesday,
July 11, 2006.

In August 2008, CON Agency Analyst Michael McKillip wrote to FRCTC, requesting
documentation of the purchase of the linear accelerator being used to provide radiation
therapy services. In September 2006. Lee Whitman, acting as representative for
FRCTC, responded to Mr. McKillip's inquiry by providing documentation that the linear
accelerator and simutator were purchased below the $250,000 limit in July 2005, before
the law changed in August 2005 The CON section has issued no response 1o this
matter FRCTC continues to treat patients each day on its linear accelerator.

Requested Change:

Rex Hospital respectfully reguests that Franklin Regional Cancer Treatment Center be
included in the inventory of radiation oncology service providers for Service Area 20. If
this change is not made, the inventory will continue to be incorrect and misleading.

Thank you for the opportunity to review the draft Plan and provide our comments.
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Cancer Treatment Center improves quality of care (relevance: 100%, date: July
7, 2006)

Since May 1, the Franklin Regional Cancer Treatment Center has been providing state-of
the-art care for patients in and around the county.

The center, located on Jolly Street in Louisburg, brings together chemotherapy and
radiation treatment in one location.

91t?s a valuable new resource for local citizens,? said Paige Mcl.aurin, the company?s
property and office manager. ?Not only does it make it more convenient for the patients,
hut it also improves the quality of care by enhancing coordinating the efforts.?

2007 Relay for Life plans get going this Friday night (relevance: 57.4%, date
Nov 14, 2006)

As the co-chair of the Franklin County Relay For Life, 1 would like to take this opportunit
to express appreciation to the citizens of Franklin County for supporting the fight against
cancer.

Relay for Life: fighting against cancer all year long (relevance: 54.6%, date:
APpr 27, 2007)

As 1 reflect back on Friday night?s Relay For Life {April 20) and the pecple whose exister
has been impacted throngh despair, loss, hope and victory, it brought back a sad, yetswe
remembrance of my Uncle Jim, while suffering from the latter stages of lung cancer stll
making his way to a nearby Lizard?s Thicket restaurant and allowing me the chance to
spend a couple of nights at his home on the outskirts of Columbia S.C., before | headed 0
to Florida,

RELAY FOR LIFE (relevance: 52.3%, date: Jan 12, 2007)

Variety show

9Famous? New Hope hot dogs, along with homemade french fries, will be sold at New Hc
Christian Church on Saturday, Jan. 13, from 5to0 6 p.m.,, followed by a variety show at 6:;
p.m.

Proceeds will be donated to the American Cancer Society. Yard Sale

Rock Spring Baptist Church Relay For Life team will have a yard sale Saturday, Jan. 27 (;
a.m. - until), between Jeffrey?s and Annie Lee?s on Highway 39 South. All proceeds will

benefit the American Cancer Society. Steak Dinner

Rock Spring Baptist Chureh Relay For Life team will be hosting a steak dinner Saturday,

http:h"wxw.r,thef‘ranklintimcs.conﬂscarch,php?scarch=canccr+lreatmancenter&whaFal]&“. 7/30/20607




Exhibit |
Cancer Treatment Center improves quality of care

By CAREY JOHNSON, Times Staff Wnter

GETTING READY . Assistanis Wiima Hooker, lefl, and Jamic Jenkins, help a paveni gen ready lor a radianon teatment

{Timnes phoio by Cacy Johnson)
Since May 1, the Franklin Regional Cancer Treatment Center has been providing state-of-the-art care
for patients in and around the county.

The center, located on Jolly Street in Louisburg, brings together chemotherapy and radiation treatment
in one location.

?It?s a valuable new resource for local citizens,? said Paige McLaurin, the company?s property and
office manager. ?Not only does it make 1t more convenient for the patients, but it also improves the
quality of care by enhancing coordinating the efforts.?

Her husband, Dr. Bob McLaunn Jr,, agreed.

Two years ago, a Rocky Mount group of oncologists opened a satellite chnic in Franklin County but
could only provide chemothcrapy.

http://wiwvw.thefranklintimes.conv/news.php?viewStory Printer=973 7/30/2007
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Cancer sufferers had to go elsewhere for radiation treatment.

?When they brought chemotherapy treatment here, that was a big step ... but a big clement 15 radiation
oncology,? Dr. Mcl.aurin said. ?The two can work together.

?Unul recently, (patients) had to go to Hendcerson, Raleigh or Rocky Mount to receive the radation
treatment.?

That?s because the key mechamsm for radiation treatment 7 a linear accelerator ? isn”7t exactly cheap.

The device, which costs mitlions of dollars, delivers a unuform dose of high-energy X-ray to the region
of the patient?s tumor.

The X-rays can destroy the cancer cells while sparing the surrounding normal tissue,

In the office, oncologists and other staff coordinate a course of care, using patient history, expertise,
computer equipment and other devices to treat cancer.

Dr. McLaunn works in the office with Drs. Franciso Castillos and [Daniel Crocker.

Mcl.aurin, whos lived in Wake County for 18 years, though, has been involved in designing and
developing new cancer centers for over 20 years, including centers in Missount and Pennsylvania.

His last four centers have been in North Carolina.
He said Frankhn County was a destination spot for him.

21t has always been my goal to be able to develop a center 1n a siall community where we can provide
customized care for patients,? he said. ?This 1s the sixth center and hopefully will be the last.

?17ve been working to try to get to this point to get into a small community and really participate withits
members 10 try to develop center that would be valuable to all.

21178 already been quite clear from hospital administrators to the citizens of the community to the
Chamber of Commerce that everyone is very supportive of our being here and providing this service to

the patients.?

The Franklin County Chamber of Commerce is hosting a nbbon cutting ceremony, set for noon on
Tuesday at the center at 113 Jolly St

http://www.thefranklintimes.com/news. php?viewStoryPrinter -973 7/30/2007
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PETITION TO THE NORTH CAROLINA STATE HEALTH COORDINATING
COUNCIL REGARDING THE NEED DETERMINATION FOR POSITRON
EMISSION TOMOGRAPHY SCANNERS IN THE 2008 STATE MEDBICAT,

FACILITIES PLAN

The Presbyterian Hospital (“Presbyterian™) herby petitions the North Carolina

State Health Coordinating Council ("SHCC™), to adjust the need determination contained

i the Proposed 2008 State Medical Facilities Plan ("SMEP™) at Table 9M, page 122, to

show a need determination for a fixed dedicated positron emission tomography (*PET™)
DFS Heaith Plavane,

scanner in Health Service Area ("HSA™) 1L RECFIVED
ALy

RN

Identification of Petitioner Medical Facilings

Plawning Section
Presbyterian v & non-profit corporation operating a full service hospital in
Charlotte with 463 livensed acute care beds. Preshyvterian offers a comprehensive cancer
program with two linear aceclerators’ currently in operation. Presbyvterian is planning to
deploy a third lincar accelerator in 2008 in a satellite location in southern Mecklenbury
County at Ballantyne.” As shown in the Proposed 2008 SMEFP, Presbyvterian provided
16,659 radiation oncology procedures in the most recent annual period for which
information is available.  See Exhibit A As measured by the total ESTV-weighted
radiation therapy procedures tor FEY 2006 reported in the 2007 Preshyterian Hospital
Fivensure Renewal application and in the proposed 2008 SMFP, Presbyterian Hospital is
the tenth bustest cancer treatment program in the state (64 total facilities) and weats many

hreast caneer cases. See Fxhibit I3

" Two linear accelerators are currently in operativn dat Presbyterian Hospital, Dwo additional linear
accelerators are refurbished units owned by Presbyterian Hospital, but not in operation at this time. See
Fuliht AZ007 TPH LRA, Pages 11-12),

* Pursuant to setilement in Project 1.0, # F-7318-00,



Presbyterian may be contacted about this Petition directly or through its counsel. at the

tollowing addresses:

Presbyterian Healtheare Nelson Mullins Riley & Scarborough L1P
Fred Hargett. Senior Viee President Noah H. Huffstetler. il

Financial Planning & Analysis Counsel for Petitioner

200 Hawthome Lane 4140 Parklake Avenue, Suite 200
Charlotte, NC 28204 Raleigh, NC 27612

Telephone: (704) 384-4000 Telephone: (919) 877-3801

imhareett 2 nov anthealth.ory noah.huffstetier J pelsonmulling.com

Reason for Proposed Adjusiment

On page 121, the Proposced 2008 SMEP provides in pertinent part:

One additional fixed dedicated PET scanner is needed for cach existing

[1xed PET scanner that was utilized at or above 80% of capacity during

the twelve month period reflected in the owner’s or operator’s 2007

Hospital Licensure Renewal Application on file with the N.C. Division

of Iacility Services. For the purposes of this determination. the annual

capacity of a tfixed dedicated PET scanner is {2,600 x .80 = 2.080) procedures. . ..
Applving this methodology. Table 9M on page 122 of the Proposed 2008 SMEP shows
no need for an additional fixed PET scanner in HSA LT in which Presbyterian is located.
For the period covered by its 2007 annual lteense renewal application. the twelve months
ending September 30, 2000, the utihzistion rate for Presbytenian’s PET scanner was FLO88
procedures, or 76.46% of capacity.  This utilization of Presbyvierian’s equipment. based
on PIT scans per scanner, ranks third amoeng the twenty-two facilities in North Carolina
with fixed PET scanners, but is slightly below the 80 figure’ which would trigger the
need for an additional PET scanner in HSA T using the standard methodology. See

P

P The 8076 tiwure to trigger need for the next new PET scanner 15 2080 PE T scans per vear. The
Preshyvterian Hospital Pet scan solume for FIYY 06 14 only 92 PET procedures shy of that volume.

I



However, the data set forth in Exhibit F to this Petition shows that the utilization
of Preshyterian’s PET scanner continues 1o grow rapidly, and that its current utilization
actually exceeds that necessary to justify an additional PET scanner. As shown i'xhikit
r, for the 12 months ending November 30, 2006--- just two more months beyond the data
reported in the 2008 SMEP for FFY 2006%-- Presbyterian’s PET scanner was utilized for
2.095 procedures™. or 81% of its capacity. Thas, by applying the standard methodolagy
utilized in the Proposed 2008 SMEP 1o information that is more current by only two
months, a need for an additional PET scanner within HISA 111 is easily established. In
the alternative, for the 12 months ending December 31, 2006--- one quarter beyond the
data reported in the 2008 SMEP for FFY 2006--- Preshyterian’s PE T scanner was utilized
tor 2.128 procedures. or 102% of its capacity. See Exhibit F. Thus. again by upplying the
standard methodology utilized in the Proposed 2008 SMFP to information that is more
current by only three months, a need for an additional PE1 scanner within HSA 111 is
casily established.

Itis important to also note that the TPH average PET seans per month in cach fiscal vear
of operation have increased steadily since the Preshyterian Hospital PET scanner began
operation in Cctober 2004

*  FEFY 2005 TPH Average PET scans per month: 1404

o FIY 2006 IPH Average PET scans per month: 163.7

»  FEFY 2007° TPH Average PET scans per month: 1938

PFFY 2006 as reported in Table 9K in the propused 2008 SMEP (page 119) is the period 1071 05.930 06,
Sew ik

" Ihe Presbyterian Huspitad PET scanner volumes tor the 12-maonth period Decvmber 1, 2006 through
Nosember 2006 are 2095 PET procedures, which is 15 PET procedores bevond the 2.080 PET seans
required o trigeer need for a new scanner i HSA T

" Based on anpualized FEY 2007 project total volumes of 2,325 PET seans per sear {using 8 months of
actual data).

Lad



The Presbyterian Hospital average PET scans per month for cach Fiseal Year {the
reporting year for the SMFPs) have increased: almost 40% from the time the TPI PET
scanner became operational in October 2004 until eight months into FFY 2007°,

The growth in Presbyterian™s PET scanning services is likely not only to continue,
but to accelerate. The discussion of PET utilization contained at pages 116-118 of the
Proposed 2008 SMEP recognized “the steady growth in the number of clinical studies in
which the Centers for Medicare and  Medicaid  Scrvices  (*CMS™)  authorized
reimbursement for PET scanning,™ and concludes that “the clinical use of PET scanning
is increasing rapidly. and the new applications invalve the diagnosis of cancer”  As
shown on Table 9G at pages 108-09 of the Proposed 2008 SMEP, Presbyterians
radiation vncology service ranks tenth among the sixty-four facilities providing that
service in North Caroling in the number of procedures performed. Given the robust and
LIOWINE cancer treatment programs otfered by Presbyterian, and the rapidly increasing
number of types of cancer for which PET scanning is useful, it is clear that Presbyterian’s
PET wilization is likely to grow even more quickly in the coming years. Sce the
infonmation on CMS's National Oncologic PET Registry (NOPR)Y attached as Exhibit G,
the June 2007 recommenditions of the Nutional Comprehensive Cancer Networks
(NCON) Task Foree recarding the use of PET and PETCT in the evaluation and
management of certain types of cancer, attached as Fxhibit DL and “Adsance for Inuaging
& Oneology Administrators.” noting that recent years. FDG-18-based PET scans have
become the main source of biological imaging information for Radiation Therapy.,

outpacing MR CT. and ultrasound, attached as Fxiibit o This is further substantiated

Caleulation: (1638 1404 average scans mo} 14003 scans per month = 38"4 increase from FFY 2000 1o
FIY 2007 YT i aserage monber of menthly PET scans at Preshyterian Hospital.




by the letter of Dr. Robert Quarles, Mecklenburg Radiology Associates, Medical Director
for Nuclear Medicine and PET. Radiology Department, Presbyterian Hospital. which is
attached as Exhinit E to this Petition.

For all of the forcgoing reasons. an additional PET scanner should be determined
to be needed in HSA 111 in the 2008 SMFP. and Presbyterian and any other qualified
applicant should be permitted to apply for a centificate of need to acquire that additional
PET scanner.

Presbyterian also concurs with the Forsyth Medical Center PET Comments
presented at the July 207, 2007 public hearing for the proposed 2008 SMFP that any
propusal to change the statewide methodology for making PIT  scanner need
determinations® should only be considered in accordance with the established State

Health Plunning process for inclusion in the 2009 SMEP,

Fule: PETPenitionProstyOSSMEFaSHCC 0705 07 FINAL Joc

Y Atthe May 2007 meeting of the STICC s Medical Eyuipment and Fechnology Comnmittee, it was
sugaested that the annual volume threshold to tigger need for the neat new fived PET C1 seanner should
be increased from the current 2,086 to 2,500 annual PET procedures as carly as the 2008 SMFP. Further
discussion of this issue has been put on the Avenda for a DFS 1lealth Facilities Planning Svetion-sponsored
Discussion Group meeting set for Aitgust 15, 2007 4 date ¢t i3 after the close of the public hearing
comment period en the 2008 proposed SMIP.

vl
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2007 Renews! Application for Hospital: License No: HO810
Presbrterian Hosoital Facility 1D: 243501

AN responses showlu pertzia to Octeber 1, 2085 through Seplember 3, 286, If otherwise, indicate 1he actesl reponting period used an Page 3 of this document.

12. Radiation Oncology Treatment Data continued

a. | Number of unduplicated patients who receive a course of radiation oncology

treatments (patients shall be counted more than once if they receive additional courses 57/

of treatment)

. | Total number of Linear Accelerator(s) % o

c. | Number of Linear Accelerators configured for stereotaclic radiosurgery 2
Yinacs was e Saﬁed—m- a  feplacement

J2. Telemedicine 7% %":’1 . pn‘\g{ﬁ' coN appllcahcﬂ'l n FHlarch %odb

a. Does your fadility utilize telemedicine to have lmages read at another facility? 70

b. Does your facility read telemedicine images? ___ Y¢S

13. Additional Services:
a) Check if Service(s) is provided:

Check Check
1. Cardiac Rehab Program 5. Rehabilitation Outpatient Unit
{Outpatient) v
2. Chemotherapy v 6. Podiatric Services
3. Clinical Psychology Services .~ | 7. Genetic Counseling Service v~
4. Dental Services 8. Acute Dialysis v’

Number of Acute Dialysis Stations /0

b) Hespice Inpatient Unit Data:
Hospital-based hospice units with licensed hospice beds. List cach county served and report all patients
by county of residence. Use each patient's age on the admission day to the Licensed Hospice Inpatient
Facility. For age categories count each inpatient client only once.

Total
Tolal Days
Countyof |{Age0-| Age | Age | Age | Age § Age | Age ;... y
% - - of Deaths
Residence 17 1840 | 41-59 | 60-64 | 65-74 | 7534 85+ Served Care
sep S%ﬁ' pledeatall Shedt- an fhe A tcf ege
fé’f da?&/‘/ c):p /}(Q joé/
QOut of State
Total All _ .
Ages B Lo |7¢ |28 | §7 {r56 | 3 | Y5 | 22rs 326

adcuhone ). limear accelerators; hese linear accelerators

Revised 08/2006 -)FTJ\ Tune 2005 TPH pqrdrm&:d and N OWNS  Page 1S
é-- et nvmbonal of This Time.
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2007 Renzwal Application for Hospital: License No: 0010
Presbyjerian Hospital Facility 1D: 94356]

All responses should pensin W Qctsber 1, 2008 through Scptember 38, 2046 o othcrwise, mdieate the actual reponing period wizd on Page 3 of this document.

11. Radiation Oncology Treatment Data
Number of ESTVs/ Total
CPT Description Procedures { Procedures ACR
Code Under ACR | ESTVs
Simple Treatment Delivery:
77401 | Radiation treatment delivery /0 1.00] /¢4
77402 | Radiation treatment delivery (<=5 MeV) & 1.00
77403 | Radiation treatment delivery (6-10 MeV) yryi 100} sé/
77404 | Rediation treatment delivery (11-19 MeV) 54 1.00 ¥/
77406 | Radiation treatment delivery (>=20 MeV) 1.00
Intermediate Treatment Delivery:
77407 | Radiation treatment delivery (<=5 McV) & 1.00
77408 | Radiation treatment delivery (6-10 MeV) /5 1.00 /S
77409 | Radiation treatment delivery (11-19 MeV) 2 1.00 2.
77411 | Radialion treatment delivery {>=20 MeV) 1.00
Complex Treatment Delivery:
77412 | Radiation treatment delivery (<=5 MeV) 1.00
77413 | Radiation treatment delivery (6-10 MeV) ¢ 2% 100| 230
77414 | Radialion treatment delivery (11-19MeV) | 29 100 | so029
77416 | Radiation treatment delivery (>= 20 MeV) 35 1.00 iy
Sub-Total 7736 g 736
[ For the increased time required for special techniques, ESTV values are indicated below:
77417 | Additional field check radiographs 6Y2s S0| 3273
77418 | Intensity modulated radialion reatment 1.00
(IMRT)delivery 3855 385§
77432 | Stereotactic radiosurg. treatment mgmt 3.00
Linear Accelerator QS
77432 | Stereotactic radiosurg. Treatment mgmt. 3.00
Gamma Knife ¢
Total body irradiation & 2.50
Hemibody iradialion D 2.00
Intraoperative radiation therapy 10.00
{conducted by bringing Lhe anesthetized
paticnt down to the linac) @
Neutron and proton radiation therapy & 2.00
Limb salvage irradiation 2 1.00
Pediatric Paticnt under anesthesia 2 1.50 Y5
Sub-Total o443 §502.57
TOTALS: | /789 /6638 &

Note: For special lechniques, list procedures under both the ireaunent delivery and the special technigues sections.

Revised 0872006 Page 14
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Proposed 2008 SMFP

EvcdiBi7 13

Table 9G: Hospital and Free-Standing Linear Accelerators
and Radiation Oncology Procedures (see note at bottom of table)

Service LIN| PROCEDURES (ESTVs) |
Facility Name Area#| County ACC]  2005-2006|Average per Unit}:
{Harris Regional Hospital, Inc.-Mm Trece] 1 |Jackson 1 4,503 4,503 :
JNC Radiation Therapy - Franklin | 1 |Macon I 2,277 2,277
| Mission Hospitals (5) (b) Z |Buncombe | 3 {20,766) 6,922 H1
{INC Radiation Therapy - Asheville] 2 [Buncombe | 2 | 7013 3,506
{NC Radiation Therapy - Clyde 2 |Haywood i 4,359 4,359
{NC Radiation Therapy - Marion 2 {McDowell | 1 2,534 2,534
'{Watauga Hospital 3 |Watauga 1 4,491 4,491
{Margaret Pardee Mem. Hospital 4 |Henderson | 1 6,591 6,591
4NC Radiation Therapy - Brevard 4 |Transylvanid 1 1,709 1,709
'{NC Rad. Therapy - Hendersonville] 4  |Henderson | 1 645 645
{Catawba Valley Medical Center 5 |[Catawba 2 | Qs8,008) 9,004 i<
{Frye Regional Medical Center 5 |Catawba i NA NA
F{Grace Hospital, Inc. 5 |Burke J NR NR
]Valdese General 5 |Burke 1 6,082 6,082
| Caldwell Memorial Hospital, Inc. 5 |Caldwell 1 1,056 1,056 ~
|Cleveland Regional 6 |Cleveland | 1 6,989 6,989 B
] Gaston Memorial Hospital (h) 6 |Gaston 3 11,761 3,920
{NC Radiation Therapy - Forest City 6 |Rutherford | 1 4,656 4,656
12006 SMFP Need Determination | 7 1
- {Carolinas Medical Center (S) 7 {Mecklenburg| 3 14,128 4,709
|CMC-Union Reg. Medical Center ( i )| 7 |Union 1 8,428 8,428
{Matthews Radiation Oncology 7 |Mecklenburgf | 10,803 10,803 :
Presbyterian Hospital 7 |Mecklenburg| 4 (16,655 | 4,165 H\0
| {University Radiation Oncology 7 [Mecklenburg| 1 7,289 7,289 :
{Iredell Memonial 8 [(Iredeil 2 6,834 3,417
{L.ake Norman Radiation Oncology C§ 8  [Iredell 1 4,641 5,525
JRowan Regional Medical Center 8 |Rowan 1 5,519 5,519
INorthEast Medical Center 9 |Cabarrus 2 13,009 6,505
 {Stanly Regional Medical Center 9 |Stanly 1 4,427 4427
{Forsyth Memorial Hospital 10 |Forsyth 4 | (28,435) 7,109 L
- §Hugh Chatham Memorial Hospital (d) 10 |Surry i 3,911 3911
+{N. C. Baptist Hospitals (S) 10 |Forsyth 4 | {2025D 5,063 423,
12006 SMFP Need Determination | 11 |Davidson ]
|High Point Regional Health System 12 {Guilford 2 9,344 4,672
‘[Morehead Memorial Hospital 12 |Rockingham | 1 5,972 5972 |
"{Moses Cone Health System 12 |Guilford | 4 | (38,3627 7,091ty h
{Randolph Cancer Center (m) 13 IRandolph | 1 NA NA 1
{UNC Hospitals (S) 14 [Orange 4 | (22224) 5,55 |4+
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Propased 2008 SMFP

gsc H(BJTB

Table 9G: Hospital and Free-Standing Linear Accelerators
and Radiation Oncology Procedures (see note at bottom of table)

Service LIN PROCEDURES (ESTVs) _
| Facility Name Area#| County [ACC] 2005-2006|Average per Unitf
{Alamance Regional Medical Center ) | 15 |Alamance | 2 7,991 3.9% |
|Duke University Hospital (S) 16 |Durham 5 | (36639 7,327 4!
1 Durham Regional Hospital 16 |Durham 1 6,128 6,128
“{Maria Parham Hospital (e) 16 |[Vance 1 4833 4,833
{FirstHealth Moore Regional 17 |Moore 2 | 23,764 ) 11,882 115
' {Scotland Memorial Hospital (1) 17 |Scotland 1 4,122 4,122 '
{Cape Fear Valley Medical Center ()] 18 [Cumberland | 4 (27,63D 6,908 |4 Y
{Southeastern Regional Medical Center | 18 |Robeson 1 9,484 9,484
 {New Hanover Radiation Oncology 19  |New Hanover | 2 (15,156 7,578
New Hanover Regional Med Ctr 19 |NewHanover | 1 7.599 7,599
“Jsouth Atlantic Radiation Oncology, LLC(c] 19 |Breoswick 1 NA 0
{2007 SMFP Need Determination | 20 1
{Cancer Cers of NC - Raleigh Hematology] 20 [Wake 1 8,924 8,924
Duke Raleigh Hospital 20 [Wake 1 7,323 7,323
“|Rex Hospital 20 |Wake 4 16,184 4,046
| Wake Radiology Oncology Services 20 |Wake 1 5,960 5,960
| Triangle Radiation Oncology Services 21 (Johnston 1 2,648 1,093
{2006 SMFP Need Determination | 21 |Johnston 1
1Lenoir Memorial 22 |Lenoir 1 6,147 6,147
"{Wayne Radiation Oncology Center | 22 |Wayne 1 6,952 6,952
{Carteret General (g) 23 |Carteret 1 4,015 4,015
{Craven Regional Med Ctr 23 |Craven 2 12,415 6,208
{2006 SMFP Need Determination | 24 [Onslow 1
[.|Nash Day Hospital 25 |Nash 2 3,953
|Roanoke Valley Cancer Center 25 |Halifax 1 3,208
{Wilson Memorial Hospital 25 |Wilson 1 4,413
{Ahoskie Cancer Center 26 (Hertford 1 3,173
|Carolina Radiation Medicine, P.A. (f) S} 26 |Pin 1 8,206
[Pitt County Memorial Hospital (S| 26 |Pint 3 5,338
|Albemarle Hospital 27 |Pasqguotank | 1 4,403
: Outcr Banks Canccr Ccntcr 27 {Dare 1 4 977

TOTALS (64 Facﬂmcs) 5,178

Note: The above inventory of linear accelerators is subject to change if it is determined that any of the

listed aguipment was not acquired in accordance with NC.G. 5. 131 E-175, at.5eq, prior to August 26, 2005,
T9G2008p.xis (06/6/2007)
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Proposed 2008 SMFF

EAA! bt C

Utilization Rate

Need Determination |

NA Not Applicable for time partod ending September 30, 2006.

{a) Approved for additional scanner in Novamber 2001.
{b) Approved for scanner in June 2000 and additional

scanner under Policy AC-3 in November 2005.

(¢) Approved for scannar in August 2001,
(d) Approved for additional scanner under Policy AC-3

in September 2002,

{e) Approved for scanner in September 2002.
{f} Approved for scanner in Jansary 2003

{g) Operational in October 2004.
{h) Approved for scanner in Augusl 2003, {s)
(i ) Approved for scanner in August 2003. (v

{i) Approved for scanner in Juty 2003.
(k} Approved for replacement of 1 scanner in June 2003.  (v)

Procedures 5
Center 2003-[2004- [2005{ HSA| & | vear 2006 Procedures /| by Criteria - 80% |
2004 [2005 {2006 = 12600 as Capacity | of Present Capacity|
|Mission Haspitats () 644 | 875 11003} 1 | 1 38.58% :
{Catrwbe VaBey Frye Reg ()} B48 | 1258} ! ! 48.38%
{N.C. Baptist Hospitals 1797 | 1266 | 1477] 11 | 1 56.81%
{Mases Cooe Health System (o) 1352 [1ze0 0 11 67.69%
|Forsyth Medical Center (p) 130 | 1579 "HE 92.96% 1
{High Point Regional (r) 179 | 356 | 574 | 11 ] 1 22.08% :
| Alamance Reg. Medical Cr. (u 374 | 1 1 14.38% mobile procadures
|carotinas Mod Cemtera).ik) 2908 | 3049 | 3635| m | 2 69.90% 1810 | Ceanner |
f Gaston Mem. / C15 Suraemit {m) 172 FOO | 846 | IN 1 32.54%
{NorthEas: Medical Center (r) 330 | 481 | 615 | m | 1 23.65%
| The Presbyrarian Hospital (g) 1544 | 1988} m { 1 76.46%
‘Hredell Memorial Hospital (1) Na |l m] NA
| Duke Univ. Hospital (d) 3135 | 3001 | 3506 ) v ] 2 69.15% 115 i e
JUNC Hospitals (b) 1389 ] 1144 [ 1386 | v | 2 26.65% b4 Covmay
|Rex Hospital (e) His 1544 a3) v ]t 73.58%
[Wake PET Services, Wake
‘|Radiology Oncology, Wake
| Radiology, WakeMed (5} NA | IV 1
|New Hanover Reg. Med. (g) s82 [ 7ss | v | q 29.04%
|Cape Feas Valicy Medical Crr. (h) 629 | 1218 | 2069 ) v | 1 79.58% 0
‘[First Imaging of the Carolinas (i ) 351 ] 529 | ss0' ) v 1 21.15%
{Pitt Co. Memorial { ¢ ) 418 | 393 f 832 VI 1 32.00%
|Craven Reg. Medical (1) 719 | 831 f vi] 1 31.96%
|Nash General Hospital (u): 336 | vi| s 12.92% mobile procedures
' TOTAL 13,198(21,270}28.215 [
19k2008p.xls {6/1872007)

{1} Approved for scanner in October 2003.
{m} Approved for scanner in December 2003,

{n} Approved for scanner in December 2003.
(o} Operational in October 2004,

{p} Approved for scanner in June 2004.
(g} Approved for scanner in June 2004,

{ r )} Approved for scanner in January 2005.

Approved for scanner in November 2005,
Approved for scanner in January 2007.

(u} Approved for scanner in Apail 2007.

Approved for scanner in May 2007
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Searchtnesie B NCCN Task Force Develops Clinical

Recommendations for PET in Cancer Evaluation and

LE5LENCTN Management
BRES A JENKINTOWN, Pa . June 5, 2007 — The National Comprehensive Cancer Netwark (NCCN)
ezt will publish a special report entitied NCCN Task Force Report: Posilron Emiission Tomography

(PET)/Compuled Tomography (CT) Scanning in Cancer as a supplemert to the May issue of 1ts
journal. The report 1s the work of a Task Force convened by NCCN to develop chinical

L3 ez recommendations for the use of PET and PET/CT in the evaluation and management of certain
types of cancer

PET is a non-invasive imaging technique used frequently to detect cancer and assess the
S i e effects of cancer ‘reatment. However, PET 1s more costly than other traditianal types of
T imaging. The report, 10 be published in the Journal of the National Comprehensive Cancer
tetwork ({JNCCN), addresses this chalienge and offers recommendations as to when PET is
appropriate and most yseful.

The Task Force, made up of expert radiclogists, surgeens. radiation oncologists and medical
oncologists from NCCN Mamber Institutions. studed existing data 1o creale their
recommendations. According to the Task Force Report, "The role of PET or PET/CT scans in
oncology is rapidly evolving, with well-defined roles in the common maligrancies of breast. lung.
colorectal cancer, and tymphoma.© In response 1o concerns about economics, the report
suggests that PET can sometimes reduce cos:s. For example. PET scars can be cost-sav.ng
when the results are used (o prevent unnecessary surgenas

*The roie of PET or PET/CT scans in oncology s rapidly evolving.” said Danald Podolo, MD,
chair of the Task Force and head of the Divisicn of Diagnostic Imaging at The Univarsity of
Texas M. D Anderson Cancer Center "Vith the collective expertise of th:s Task Force, we
ware able 1o make recommendations for appropriate use of this lechnology. As aresuit, we
hope that PET and PET/CT will demorstrate its cost effect:veness and value to patients,
physicians and managed care providers The rapid acceptance of PET/CT 5 3 testimony to the
unique, nomnvas:we and impartant information it provides 1o oncoiogisis as they manage therr
patients.”

The report will be published as a supplemeant to JNCCN, a natonally recognized. peer-reviewed
medical journal received by more than 21.000 oncologists and other cancer care professionals
across the United Stales

For questions about NCCN or for interview information, piease contact Thomas Mitchell at
215 560 0245,

About the National Comprehensive Cancer Network

The Natonal Comprehensive Cancer Network (NCCN). a not-for-profit alliance of 21 of the
world’'s leading cancer centers, 15 dedicated o improving the qualty and effectiveress of care
provided to patierts with cancer. Through the ieadership and sxpertise of ¢linical professionals
at NCCN Member Institutions, NCCN develops resources that present valuatle information o
the numerous stakeholders in the health care delivery systern As tha arbiter of high-gqualty
cancer care, NCCN promeotes the importance of continuous gualty improvement and
recogr:zes the significance of creating clinical practice guidelines approgriate for use by
patients, climizians, and other heaith care decision-makers The primary goal of all NCCN
Imtatives is 10 improve the qualkty. effectveness, and efficiency of oncology practice so patents
can live better Irves

The NCCN Member Institutions are:

¢ City of Hope
¢ Dana-Farber;Brgham and Women's Cancer Center

It S www . neen.org/aboutnews. newsinfo.asp?NewsID=112 07:24:2007
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July 25, 2007

Chris Ulirich, M.D., Chair

Medical Equipment and Technology Committee
State Health Coordinating Council

701 Barbour Drive

Raleigh, NC 27603

Subject: Petition to the State Health Coordinating Councit Regarding the Need Determination for One New PET
Scanner for HSA II1 in the Proposed 2008 State Medical Facilities Plan

Dear Dr. Ullnich:

I support the amendment of the proposed 2008 State Medical Facilities Plan, for the addition of Need Determination
for one new fixed dedicated positron emission tomography (PET) scanner in Health Service Area (HSAY 1. An
additional scanner is needed as PET services will clearly continue to grow and Presbyterian Hospital's PET
scanner’s FFY 2006 PET procedures are only 4% shy' of the threshold for a new PET scanner set forth in the
proposed 2008 SMFP.

The Presbyterian Hospital began offering PET services in October 2004 and since then we have completed almost
5.000 exams”. As shown below. the average number of exams per month has increased steadily and is currently
almost 195 per month. Currently, well over 95% of these exams have been completed on oncology patients. The
Presbyterian Hospital (TPH) Cancer Center is one of the top ten busiest cancer centers in the state of the 63 North
Carolina cancer treatment centers, when measured by the number of ESTV radiation therapy treatments offered
during FFY 2006 as reported in the proposed 2008 SMFP.*> TPH will deploy a third linear accelerator in 2008 in a
satellite location in southern Mecklenburg County at Ballantyne, TPH's Cancer program provides care to a large
number of breast cancer cases. which is in large measure related to the subspecialty radiologists, the imaging
cquipment {including PET and MRI), the cancer center physicians and surgeons and the linear accelerators and other
treatment options. Thus. a second PET scanner will become necessary to keep up with the growing demand from
cancer physicians and their patients.

With regard to PET growth, the National Oncologic PET Registry (NOPR) was established in 2005 to respond to a
proposat by the Centers for Medicare and Medicaid Services (CMS) to expand coverage for PET with F-18
fluorodeoxyglucose ("*FDG) to include cancers and indications not presently eligible for Medicare reimbursement.
Prior 1o May 2006 when the NOPR began registering patients to capture data on additional diagnostic indications for
the use of PET scans, CMS paid for PET scans for only nine types of cancer. See attached Table from the NOPR
website (htp;//'www.cancerpetregistry orp) showing the types of PET scans that are already covered for Medicare
reimbursement (designated with a “C") and the types of cancers and indications for which Medicare reimbursement
is available thorough the NOPR (designated with a “checkmark™) if the patient’s referring physician and the
provider submit data to the clinical registry to assess the impact of PET diagnostic information on cancer patient
management. See Exhibit E attached to The Presbyterian Hospital Petition. Sponsored by the Academy of

' Calculation: (2.080 PET px threshold 08 SMFP - 1,988 TFH PET px FFY 06)/ 2,080) = 4.4%

? Calculation of Presbyterian Hospital PET scan volumes from October 2004 through May 2007: (FFY 2005 at
1.544) + (FFY 2006 at 1,988) + (FFY 07 Year to Date/8 months at 1,550 and FFY 2007 annualized at 2,325). Thus
total PET and PET/CT exams at Presbyterian Hospital for Oct 2004 — May 2007 = 5,082 (1544 + 1988 + 1550).

* Based on E STV-weighted radiation therapy procedures report in the Proposed 2008 SMFP: (1) Duke at 36,634;
(2) FMC a1 28,435 (3) Moses Cone Health System at 28,362; *4) Cape Fear Valley Medical Center at 27,63 1; (5)
First Health Moore Regional at 23,764; (6) UNC Hospitals at 22, 224: (7) Mission Hospitals at 20,776; (8) NCBH at
20,251; (9) Catawba Vailey Medical Center at 20,766; {10) The Presbyterian Hospital at 16,659,

200 Hawthorne Lane. Post Office Box 33548, Charlotte, North Carolina 28233.3549 | 704 3844000 | www.presbylerian org 1
affliated with Novant Health®
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Molecular Imaging and managed by the American College of Radiclogy (ACR) through the ACR Imaging Network,
the NOPR is implementing this registry for CMS. Considering the impact of the NOPR, PET will surely continue to
grow as the CMS begins to cover for more cancers. the diagnosis, initial staging, treatment monitoring during
therapy (chemotherapy. radiation therapy, or combined modality therapy) and re-staging afier completion of therapy
and detection of suspected recurrence,

Practically, the hours of operation for a PET/CT scanner at facilities such as PH are more limited than suggested by
the state. Unlike CT or MRI that must operate 66 hours per week as per 10A NCAC 14C.2302(k} or 10A NCAC
14C.2702(c)(1), respectively, PET/CT Scanners are being held to an operational standard of 72 hours per week per
10A NCAC 14C.3702(b)(3}(B). Perhaps this requirement is based upon the lengthy total exam time of
approximately 2 to 2.5 hours for PET. For example at TPH, the uptake time of the EDG is generally 90 to 120
minutes. followed by a scan that takes approximately 30 minutes. But, unlike CT and MRI that are used for
innumerable indications, PET is used for a small subset of the general patient population that includes primarily
oncology patients, and some cardiac and Alzheimer’s patients. Furthermore, unlike CT and MRI which may be
staffed to operate 24 hours a day to meet urgent and emergent needs, the daily PET schedule is limited to the
availability of the ¢yclotren-produced "*£DG from regional vendors. At Presbyterian Hospital, we can scan a
maximum of |4 paticnts per day and we have gained all the exam efficiency that is feasible. We must also take mto
account for certain PET studies the following complicating factors, some of which we can anticipate and some we
cannot: late patients, diabetics, very il patients (and the potential for radioactive body fluids), certain diseases
requiring whole body PET scans, occasional sedation, and patients requiring interpreters.

One option to increase the productivity of the single PET/CT scanner at Presbyterian Hospital is 1o install a
cyclotron to increase available hours of production. However, it is not a feasible alternative for Presbyterian
Hospital to scek to add a eyclotron on site, as that equipment is regulated by both state CON and the federal United
States Pharmacy 797 regulations (USP 797). USP 797 became cffective in North Carolina and six other states in
January 2007 and imposes a strict regulatory framework on the operation of cyclotron “hot labs™ producing
radiopharmaccuticals in NC. Thus, it is more cost effective for the large tertiary community hospital cancer and PET
centers to purchase the radiopharmaceuticals from established third party vendors. In this type of arrangement,
centers like the Presbyterian Hospital are limited to the times of day and days of the week when these vendors can
produce and deliver the radiopharmaceuticals that are required. On the other hand., it is reasonable for the Academic
Medical Centers (AMCs) 1o have the cyclotron on site 10 support the early research studies. Many of these
evelotrons were installed prior to the establishment of third party regional distribution centers.

In addition, the growth in the utilization of PET diagnostic studies for the Presbyterian Hospital Cancer Center
oncology patient load has not permitted us to fully implement other more complex and time-intense PET studies.
For example, radiation treatment planning simulation studies can 1ake as much as three times the normal scanner
time of 30 minutes. Radiation Therapy treatment planning exams are time intensive and would be more available if
TPH had more PET scanner capacity. Newer applications for cardiology patients have not been implemented
because of the current time constraints. We anticipate that both of these applications may increase our PET volume,
when we have adequate scanner time available. Since the availability of TPH’s one PET/CT scanner is limited 10
just 14 patients per day as described above, we look forward to the opportunity to seek the state’s approval for a
second PET/CT scanner in 2008.

We have projected, conservatively, that the TPH PET annual PET scanner volumes will range from 2,600 to 2,900
by the end of CY 2009 Thus, il we are to plan in a way that allows cur PET diagnostics to remain readily available
10 a growing variety of referring physicians and their patients, we must apply in the 2008 year to seek the state’s
approvat for a second PET/CT scanner, which can be implemented in 2009. Otherwise. we think it 1s quite likely
that the TPH PET scanner will reach the practical limits of its capacity and access to this valuable diagnostic service
will be compromised. See Exhibit F.

200 Hawthorne Lane, Post Office Box 33549, Charlotte, North Carolina 28233.3549 | 704.384.4000 | www.presbylenan.org 7
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Thank you for the opportunity to present this letter in suppert of an amendment to proposed 2008 State Medical
Facilities Plan to show the a need for one additional PET scanner in Health Service Area (HSA) 1L which includes
Mecklenburg County. If | may provide additional information, please contact me at (336)-384-4056.

Sincerely,

Jd

Rabert Guarles, M.D., Medical Director, Nuclear Medicine and PET
Mecklenburg Radiology Associates

and
Department of Radiolopy
The Presbyterian Hospital

File: PETTPHPetitionO8SMFPQuariesRadiologistletier 07.25 07 doc
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- For treatment planning and evaluation of tumar response, radiation therapy departments are turning to PET and
Free Listing PETICT.

=[N PRINT
Ednonial Board By Sasa Mutic, MS

Editorial Calendar

Volumetric patient imaging has become a cornerstone of modern radiation therapy practice, with its uses fanging
Chart Sman . . . . . e )
from treatment planning to turmor detection and staging, and from daily patient positioning to evaluating treatment
Relesences efficacy. outcomes and complications. These roles help define the ultimate goals of imaging in RT: to
Writer's Guidelines anatormically delineate and biologically characterize a turnor, select an appropriate therapy and predict tumor

T LTy (csponse as early as possible.

Healthcare Shop To accomplish these goals, RT must use both anatomical and biological imaging. Anatomical imaging delineates
Cestom Promotions normal organs and tumors to the extent that they're anatomically visible on an image. Computed tomography
{CT) and magnetic resonance imaging (MRI) are the main sources of analomical imaging in RT. Biclogicat

Salary Calcalator imaging. on the other hand, doesn't need to indicate gross, anatomically visible changes: rather. it must capture

Ooline Resources information regarding a tumor's underlying physiology, metaboelism, function and molecular makeup. No single
Suggestion Box imaging modality can accomplish all these goals, and RT patient management can involve CT, positron emission
. . tomography (PET), MR, single photon emission computed tomograghy {(SPECT), ultrasound and planar
{oding Connection radiography. Rather than compete, these imaging modalities are used in a complementary manner, and optimal
M ALLIANCES patient treatment may require studies from several of these techniques.

About Dur Allisnces
AAPM Articles
ACRO Anticles

PET's rise in RT

Biological imaging in RT has grown rapidly in recent years, fueled by reports that imaging functional and

ACVP Articles biolngical tumor properties could improve disease detection, stagirg, treatment modality selection (intramodality
RBMA Articles and intermo_dalily), target volume definitions, treatment planning, and outcome estimation and patient follov-up.
PET, SPECT and MRI provide biological imaging information for RT treatment planning. In recent years, fluorine-
SIIM Articles 18 fluorodeoxyglucose-based PET has become R1T's main source of biological imaging information, and PET's
SBOA Anicles increased usage in RT far outpaces MRI, SPECT and ultrasound. While the greatest advantage of FDG-based

PET thus far has been improved staging, several reports also have shown that PET information can alter RT

&5 CE & EVENTS target volumes in approximately 30 percent of patients. Additionally, a concept of biclogical target volumes has
Around the Corner been proposed. BI'Vs are parlions of tumer volumes that have been identfied with biclogical imaging as hawving

increased importance due to properties that make those portions particularly difficult to eiiminate. During RT

Calendar Search planning, BTYs might receive increased dose and special constderations.

Educational Programs /|
The PET/CT effact

Beside clinical advantages, one main reason for PET's predominance in RT biological imaging has been the
development of PET/CT scanners. A commen problem with multimodality imaging for RT treatment planning is
registration of images that are acquired in different scanners. The PET/CT scanner virtzally eliminates this
problem. as patients remain in the same position for the PET and CT portions of the scan. Patient movement and
breathing motion still exist during image acquisition, and PET/CT registrations aren't perfect. However, these
registrations are much more accurate and easier to implement than image registration from stand-alone
scanners, Combined PET/CT scanners make biological imaging for RT treatment planning possile in routne
chinical praclice.

Many RT departments now house RT-dedicated PET/CT scanners or scanners that are shared between RT and
nuclear medicine departments. Recognizing RT's demand far imaging studies, major imaging equipinent
manufacturers have made commercially available scarners designed for RT or possessing features designed for
RT. This represents a paradigm shift from the 1980s and 1990s, when scanners were manufactured specifically

Flo- 20 A D nmyente and Sottina G 1VHITIRNT 13 aeal Soattinaci Temnparary Intomet Kilea 00 KN MvaViewor bt (07774007




ADVANCEL for Imaging and Oncology Administrators | Archive Viewer ' Page 2 ot 2

for diagnostic imaging, and any use for RT imaging required design modifications, often by the user. This change
in the manufacturer's view of RT imaging is evident in the development of large-bore CT scanners—a segment of
CT technology designed specifically for RT. This customization of imaging equipment also carried over 1o the
design of PET/CT scanners, which are being equipped with tools common to CT simulators {flat tabletops,
external lasers, respiratory gating, specialized virtual simulation software, etc.). These features allow PET/CT
scanners to be installed in fieu of CT simulators. giving rise to the concept of the PET/CT simulator.

PET on the move

Gbviously. PET imaging for diagnosis and staging will remain with nuclear medicine facilities. However, PET
scans for treatment planning and evaluation of tumor response during treatment could move to RT departments.
Sound farfetched? Consider the fact that, not long age. CT scanners were [ocated mainly in diagnostic radiology,
where most RT CT imaging was performed.

Roshapin
:..:adjaf;o,-? Clearly, PET's full potentiat in RT isn't yet fully understood. As additional studies are conducted and imaging
Tterapy™ equipment is improved further, the scope of PET imaging's influence on RT will become clearer. Current
experience, however, suggests that an important segment of cur patient population will require PET imaging for
adeguate management.

Sasa Mutic. MS, is an associate professor of radiation oncology and chief of ciinical physics service in the
department of radiation oncology at Siteman Cancer Cenler, Mallinckrogt Institute of Radiotogy. Washington
University School of Medicine, St. Louis.
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Proposed 2008 State Medical Facilities Plan
Public Hearing - August 1, 2007

Public Hearing Comments on Behalf of The Presbyterian Hospital
Wallace C. Hollowell, IH

Good alternoon, My name is Chuck Hollowell. 1 am an atorney with the law firm
Netson Mullins Riley & Scarborough. LLP. T ani speaking todiy on behalf of The
Presbyterian Tospital.

Presbyterian submitted a petition for an adjustment to the PET scanner need
determination in the Proposed 2008 State Medical Facilities Plan ("SMEP™) at the July
25, 2007 public heartng tn Charlotie.

Today's remarks are made in support of this petition by Presbyterian.

The need miethodology for additional PET scanners in the Proposed 2008 SMED
provides that o need for an additional PET scanner is recogntzed when an existing fixed
PET scanner is utilized at or above 80% of capacity. which has been set at 2,600
procedures per year. This means that o need is triggered when a fixed PET scanner is
utihized at least 2,080 procedures per year.

The ttme period used to make this calewlation is the 12 month period retlected in the
2007 Hospital Licensure Applications - the 12 months ending September 30, 2006,
Based on this 12 month period. Presbyterian’s utilization rate for its PIT scanner was
1,988 procedures, or 76.46% of capacity
Thix was only 92 procedures - or 3.5% -
PET scanner in HSA HI.

short of triggering a need for an additional

Preshytertan’s PET utilization continues (o grow rapidly.

As shown in the materials submitied to the SHCC with Presbyterian's petition, for the
12 months ending November 30, 2006 - just fiwo months beyond the data used in the
Proposed 2008 SMEP - Presbyterian’s PET scanner was used for 2,095 procedures, or
817 of capacity.

For the 12 months ending December 31, 2000 - just three months bevond the data used
in the Proposed 2008 SMEP - Presbyterian’s PET scanner was utilized for 2,128
procedures, or 102% of capacity.

Thus, il the standard need methodology is applied to data that is more current by only
two or three months, then Presbyterian’s utilization of its PET scanner clearly
cestablishes a need for an additional PET scanner in HSA 1.

NIFS Healli Plasaing
RECFIVED

Medical Facilimies
Plassing Seemine




e Preshyternian’s PET utlization is not only strong, but shaws every indication that it will

continue to nerease.
e Asset forth in detail in the materials submutted with Presbhyterian’™s petition:

* Presbyvterian’s average number of PIT scans per month has inereased cach year
sinee Preshyterian began providing PET services in October 2004

*  Tuble 9K i the Proposed 2008 SMI-P shows that Preshyterian ranks third out ol
22 facihinies m the State with PET scanners in terms of PET scanner utilization:

*  The Proposed 2008 SMIEP recogmizes that “the clineal use of PET scanning is
increasing rapidly. and the new applications mvolve the diagnosis of cancer:”

e tappears ltkely that other PET codes will be added tor reimbursement, such as
those for cancer treatment monitoring and re-staging of cancer recurrence: and

¢ lable 96 an the Proposed 2008 SMEP shows that Presbyterian ranks in the rop
ferr out of 64 facthties in the State providing radiation oncology service in the

number of procedures performed.

Thus. Preshyterian currently has one of the highest rates of utihzation of its existing
PET scanner of any scanner in the State, and this utihzation is only expected to increase
given the Presbyterian’s robust cancer treatment progrant and the increasing number of
cancer-retated PET appheations.

Need determinations i the SMIEP are not simply mathematical exercises. This s why
the Proposed SMIFP s published for pubhic comment and why the SHOC considers
petitons for adjustments to particular need determinations.

Onee the standard methodology has been apphied to a snapshot of data from a particular
nme period, providers are allow to submut petittons to adjust the need deternmination
based on other information that was not capnrred i the standard methodoelogy and the

data snapshot from a particular ime period.

Presbyterian’s utilization nuntbers set forth in the Proposed 2008 SMEDP show that at
harely missed generating a need for an addinonal PET scanner in HSA . These
utihzation numbers were hased on a 12 month period that ended September 30, 2000,
By looking at utilization data that is only two to three months more current,
Presbyterian’s utilization ol its existing PET scanner casily generates a need for an
addinonal PET scanner in this HSA.

There are strong indicanions that Preshyterian’s utilization of its PET scanner wall ondy
continue Lo ncredse.

There s no reason why the SHCC should not consider this more current utilization data
from Presbyterian. In fact, this petition process is explicitly designed so that this type
of updated information from a particular hospital can be taken into sccount.

As d result, Presbyterian respectfully requests that the SHCC consider the updated data
regarding Presbyterian’s utilization of ats PET scanner and adjust the need
determination m the Proposed 2008 SMEP 10 include the need for one additional PET
scanner for HSA HIL
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Surses. PET Scanner Weekls Hours of Operation
Juls 2007

Carolinas Medical
Center Charlotte

Duke LUniversity
Medical Center

Forsyih Medical
Center

Pitt Counts
Memorial/ECU

The Preshyterian
Huospital

WFL/North
Carolina Baptist
Hospital

UNC

High Point Regional
Medical Conter

FEL € ON Reos at
AN SR {
14C 3702h)i 3

MRICON Regs al
10A NCAC
140 2702{c)K2)

Maobile MRI CON
Regs a4t 10A NCAC
14O 2702(c i)

C'T Scanner CON
Regs at 10 A NCAC
14C.2303(k)

Linear Accelerator
CON Reps at HOA
NOAC
14C°.3902( b}y 4)

Operating Room
CON Regs at 10A
NOAC 130.2103a)
& SMEP

P Pata Sowrces

Hours Per

Hours af Operation Heek
Mondas -1 odas s
K3gm .- StMipom
Momdas - D rdae

: i
O S am -
Mamday - Liday K3 3
O 30am -1 pm
Monday - Friday s
Tonam -4 Mipm
Monday - T rnday 6l i

- . S8
am - S pom
ziumi.l_\ - I nday i
F O - A pm
Monday - Fdas

’ ’ 40
Toram-Jd00pm
SMondas - Frdas .

ST A
Tram - S pm
SO N DR -

il o i

Gt [Hours Por Weck ity
H Hloues Per Woeck 40
66 Hours 1'er Week tits
35 Hlours Per Weck iE
- e \ e l}
S D s Per Moeek 15
Haours e
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2008 Proposcd SMFP Public Hearing
July 25, 2007---1:30 ’M, Charlotte NC

Presbyterian Hospital: Request for Adjusted Need Determination to Add
One New PET Scanner for HSA I in the Proposed 2008 SMFP

Hearing Remarks of Rohert Quarles, M.D.
Nuclear Medicine and PET Medical Director, Department of Radiology
Presbyterian Hospital, Charlotte, NC
Board Certified Radiologist, Mecklenburg Radiology Associates

I have been involved with PE'T technology since 1987-1988 and it is the single most
important {ool to be developed in nuclear medicine in this generation

P1T is essentially a scan performed using a radioactively labeled sugar as the imaging
agent. Because cancer cells consume a large amount of sugar. the PET can detect and
then pinpoint the tumor more effectively than any other imagng modality,

The Presbytertan Hospital PET scanner has undergone a rapid ramp up since it becume
operational in October 2004, experiencing growth of 18 to 20 percent annual growth in
PET scans when comparing the first 6 months to the first six months of 2007, Please
refer to the exhibits enclosed that highlight the extent of growth in PET scans at
Presbyvterian Hospital.

In projecting the need for a second PET scanner at Presbyterian, 2 percent growth factor
per quarter was utilized or approximately 10 pereent on an annual basis.  This is very
conservative given the actual annual growth rate of 18 20 percent since PET services
began.

If Presbyterian Hospital must wait bevond the 2008 CON Plan vedr to seek the state’s
approval for an additional PET scanner. we project that the single PET scanner at TPH
will be performing 2.600 to 2.900 PET scans per vear. This is well bevond the practical
limits of the capacity of a single PIET scanner.

Based on actual PET volumes and anticipated growth, Presbyterian will need to file a
CON application in mid 2008 in order to go through the CON process and ensure that u
second PET scanner comes on line to meet increased the increased demand and avoidt an
unacceeptable bottleneck in aceess w diagnostic PET studies for our patients and their
referring physicians. Therefore, we are sceking in the 2008 SMIET 4 need determination
for one new PET seanner in HSA 111 now, so that patient access and quality of care can
be maintained.

The Presbyterian Cancer Center is one of the ten busiest cancer centers in the state with
Duke. FForsyth Medical Center. and Moses Cone Health System making up the top three.
Over 95 percent of the scans done at Presbyterian Hospital are cancer related.




2008 Proposed SMFP Public Hearing
July 25, 2007---1:30 PM, Charlotte NC

Presbyterian Hospital: Request for Adjusted Need Determination to Add
One New PET Scanner for HSA 11 in the Proposed 2008 SMFP

Presbyvterian Hospital will implement a third linear accelerator in Ballantyne n 2008
which will significantly increase radiation therapy treatments. This will add to the need
and demand for PEET serviees related to cancer scrvices.

The National Oncologic PIET Registry (NOPR) was established in 2005 by the Centers
tor Medicare and Medicaid Serviees (CMS) to expand coverage for PET scans with F-18
fluorodeoxyglucose (FI1DG-18). Currently CMS covers nine cancers and indications for
Medicare reimbursement. Howewver, as a result of the NOPR, 1t is expected that the
Muedicare coverage will be expanded. Once this occurs more indications for PET
diagnostic studies will be ¢ligible for reimbursement. This will also s¢rve to continue the
upward trend inthe demand for PET diagnostie studies at TPH.

PET is rapidly becoming the standard of care in cancer services at busy cancer centers
like TPH. Asthe use of PET diagnostic studies in cancer care continues to grow, other
diagnostic uses of PET are also expanding. For example, PET is also being recognized as
an cffective tool in cardiac. Alzheimer’s and other areas. Because our scanner is
operating close to capacity with a tull load of PLIT diagnostic studies for cancer patients,
we lack the necessary flexibility to fully expand PET diagnostic for additional specialties
and paticnts that would benefit. A second PET scanner at TPH would create the
necessary additional capacity to allow that growth to occur and be readily
accommodated.
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2008 Proposcd SMFEP Publie Hearing
July 25, 2007---1:30 PM, Charlotte NC

Presbyterian 1ospital: Request for Adjusted Need Determination to Add
One New PET Seanner for HSA 111 in the Proposed 2008 SMEP

Hearing Remarks of Wendy Burkart, BSRT, MHA
Direetor of Radiology Scerviees
Preshyterian Hospital, Charlotte, NC

e [ want 1o emphasize what Drs. McGinnis and Quarles and Cindi have already commented
on and that is the fact that given the current and finture PET demands at Presbyternian
Hospital. a sccond PET scanner 1s a necessity.

e Dr. Coleman of Duke University has been quoted estimating that the demand tor PET
services will increase at a rate of 15 percent per vear. With double digit growth in this
modality, Presbyierian Hospital will be unable 1o accommodate the growth, not will we
be positioned to accommodate new applications emerging in cardiology and neurology.

o The standard of care s transitioning to the use of PET/CT for radiation treatment
lanning. This process requires 90 minutes of scan/table tie as compare to 30 minuites for
2 p
PET.CY scan time. This translated to an increased barden on the existing PliT scanner.

e As Dr. Quarles stated we are only 4 pereent shy of the 2,080 adjusted scan threshold.
Our conservative quarterly volume projections indicate Presbyterian’™s PRT growth at 2
percent. This corresponds to the 8 10 percent annual growth compared to our actual
annual growth of approximately 20 percent since beginning operation in October 2004,
Based on these assumptions, PET volumes will range from 2,600 to 2.900 by the end of
calendar year 2009 .- well bevond the current threshold of 2.080.

e Inaddition, Presbyterian Hospital is currently above the 12,500 radiation treatment
threshold at 16,659, Accordingly Presbyterian Hospital will implement a third lincar
aceelerator in 2008, Cancer services continue to expand within the Presbyterian syvstem
and PET scans are an essential element in the diagnosis, staging. and treatment ot a
variety of cancers,

o These factors coupled with Presbyterian Hospital's strong growth necessitate additional
PET technology in HSA I for 2008. 1f a need is determined in 2008, the PET scanner
will not become operational until 2009 when our volume projections indicate we will be
performing well over the state threshold.
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2008 Proposed SMFI' Public Hearing
July 25, 2007---1:30 PM, Charlotte NC

Presbyterian Hospital: Request for Adjusted Need Determination to Add
One New PET Scanner for HSA 111 in the Proposed 2008 SMFP

Hearing Remarks of Cindi Gilbert, BHS, CNMT, PET, RT(N)
Superviser of PET Services
Presbyterian Hospital

FIDG-18 is the radioactive dose injected into the patient in order to find “hot spots™
tvpical of cancer in the human body.

This radioactivity decayvs very quickly and cannot be stored for fater use. Currently our
doses come to us from 1 Y2 hours away

The radioactivity is ordered per patient by the patient’s weight. type of PE'T scan, and
time of injection. So if a patient is late or not prepared for the scan the dose is wasted..

Our doses come as unit doses. one dose per patient drawn up in a syringe. and not a bulk
multi-dose vial. We are not equipped with robotic arms to draw up these doses from a
multi-dose vial plus the radiation burden to the technologists would reach upper ALARA
limits.

The commereial suppliers of the FD(G-18 do not make the doses past late moring so to
get additional doses for later in the day scanning is extremely difficult and not cost
effective. This would cause major financial and staffing changes for the commercial
suppliers as well. These vendors may not be willing to provide service for one hospital.
We are currently under contract with a vendor and are at its mercy.

FDG supplicrs cannot be expected to operate past normal operating hours in order to be
cost effective therefore it is not feasible to arbitrarily expand the PET operating hours.
Additionally patients already compromised by cancer or undergoing treatment cannot be
cxpected to undergo seans at late or very early hours outside of the norm.

Even it we were to somehow able to acecess doses for the afternoon and have them
delivered in the moming. the hot lab would have unacceptably high radioactive levels for
the statf.

Imlike the academic centers that have a cyclotron in their institutions, we cannot make
FDG-18 as needed. Plus we absorb the cost of cach dose not utilized. This makes us
different than academic institutions.

We could purchase a cyelotron for $2.3 million, fitit with the USP-797 ¢lean room
regulations. and bring in a radiopharmacist to make the doscs and an engineer to run it
With this idea. losing a dose or two per day would not be an issue as it is for the clinical
institutions. However, a cyclotron is not cost-ctfective in clinical facilities like
Presbyterian.




2008 Proposcd SMFP Public Hearing
July 25, 2007---1:30 PM, Charlotte NC

Preshyterian Hospital: Request for Adjusted Need Determination to Add
Onc New PET Scanner for HSA 111 in the Proposed 2008 SMFP

(Cindi Gilbert Remarks continued)

e Our paticnts arrive: thirty minutes apart. they arc injected with radioactivity, wait 90
minutes for FIG uptake. and are scanned approximately 30 minutes typically. The
uptake time protocol s the same as Duke University's,

e With that information in mind. knowing that the limiting factors of FDG availability.
other work flow barriers include patients arriving to the department late (the dose has
decaved to a point it is unusable and very il patients being injected 1na timely fashion.
Diabetic patients whose blood glucose level is elevated must have their scans canceled as
well as patients arnving that are non-prepped. Again, we absorb the cost of these doses.

e Wetry very hard to obtain patient information prior to the patient’s arrival but this is not
alwavs succeessful.

e When a radiation therapy patient arriyes. | block the schedule so the next two patients
conting in are an hour after the radiation therapy patient. This patient’s scan takes up
almost three times the amount of time that a traditional oncology patient takes. These
issues ereate a work flow barrier to our institution.

e Presbyvierian Hospital's PET is staffed from 6:30 AM to 6 PM Monday through Friday.
Patients are scheduled trom 7 AM to 5 PM. These operating hours are consistent and
rcasonable compared with other NC PET scanners facilities. Only mobile PET vendors
operate on weekends,

s The American College of Radiology (ACR) will request CMS to consider reimbursing
for other cancers immediately following ASNC in November. A decision should come
from CMS within 6 months.

s Also CMS is currently reviewing an indication tor PET reimbursement. This is for fever
of unknown origin (FOUY. A decision should be made within the next few months, As
the Medicare reimbursement expands and other payers follow. PET service demand and
volumes will only increase putting more strain on the one scanner at Presbyterian
ilospital. A sccond scanner is necessary to meet our immediate need as well as the
projected cancer and other specialty indications expected in the near future.
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2008 Proposed SMFP Puhlie Hearing
July 25, 2007---1:30 PM, Charlotte NC

Preshyterian Hospital: Reqguest for Adjusted Need Determination to Add
One New PET Seanner for BSA 111 in the Proposed 2008 SMFP

Hearing Remarks of L. Scott McGinnis, M.D,
Radiation Therapy Medieal Director, Preshyterian Caneer Center
Preshyterian Hospital, Charlotte, NC

PET is crucial to oncology services as the most accurate technology available to
pinpoint and target tumors. Since many tumors are undetectable on routine imaging
cquipment, PET has the unigue ability to scan and detect cancer at a molecular Jevel.
Iiarly detection and thus ecarlier treatmient results in better outeomes.

Bevond the diagnosis, PIT ean be used in radiation therapy and in the ongoing
assessment of therapy and in determining the need ot result of surgery. PET usage
lowers the need for additional surgeries. chemotherapy or radiation therapy with its
more precise imaging,

PET technology Tused with CT scanning capabilities is an important aspect in eancer
services. Inteprated PET technology has been one of the most significant advances in
diagnostic imaging in the past decades.

PET/CT technology improves outcomes as the tumor is targeted as a “hot spet”
allowing noncancerous tissue to remain undamaged during the radiation therapy.
This leads to better quality treatment with increased patient benefit.

PET is the leading tool in use with Tumor Boards and in conjunction with
Presbyterian's Multidisciphinary Clinies that currently involve breast, Gl. melanoma
and prostate cancers.

The Presbyterian Hospital PIET scanner is at capacity and is experiencing an increase
of 10 - 15 percent over the past five vears. At this rate of growth. without
consideration of new clinical applications or increased reimbursenient coverage,
Presbyterian ospital's PET scanner will be operating at more than the state threshold
by 2009.

To promote access and to remain efficient in providing quality diagnostic and
treatment options, a second PET scanner is necessary at Presbyterian Hospital. The
increased use of PET in radiation therapy planning consumes more time than a
diagnostic PET scan - almost triple the time. In order to accommodate the use o PET
diagnostics for superior radiation therapy treatment planning while continuing to meet
the ongoing demand for diagnostic PIET scans, another PET scanner would prove
more cost-cffective while meeting the needs of our cancer patients.




2008 Proposed SMFP Public Hearing
July 25, 2007---1:30 PM, Charlotte NC

Presbyterian Hospital: Request for Adjusted Need Determination to Add
Onc¢ New PET Scanner for HSA 111 in the Proposed 2008 SMFP

o The Presbyterian Cancer Center is one of ten busiest cancer centers in North Carolina.

This Tact. in addition 1o a third linear accelerator to begin operating in 2008 will only
increase the demand for PET diagnostic services at Presbyterian,

File: PETPreshyPetitionremarks DrMeGinnis PublicHIrOSSMEPCharlote 07 25 2007 doc
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COMMENT TO THE NORTH CAROLINA STATE HEALTH COORDINATING COUNCIL
REGARDING THE NEED DETERMINATION FOR POSITRON EMISSION
TOMOGRAPHY SCANNERS IN THE 2008 STATE MEDICAL FACILITIES PLAN

Forsvth Medical Center (“Forsyth™) submils this comment to the North Carolina State

Health Coordinating Council (“SHCC™), in support of the need determination contained in the

Proposed 2008 State Medical Facilities Plan ("SMFP™) at Table 9M. page 122, for a fixed

dedicated positron emission tomography ("PET™) scanner in Health Service Area ("HSA™) HL

Forsyth is a non-profit corporation operating a full service hospital in Winston-Salem

with 751 licensed acute care beds. Forsvth offers a comprehensive cancer program with four

linear aecelerators currently 1n operation.

As shown in the Proposed 2008 SMFEDP, Forsyvth

provided 28435 radiation oncology procedures in the most recent annual period for which

information is available.

Forsyth may be contacted about this Comment directly or through its counsel. at the

following addresses:

Novanot Health, Inc.

Forsyth Medical Center
Gregory J. Beier, President
3333 Silas Creek Parkway
Winston-Salem, NC 27103
Telephone: (336) 718-2015
gibeicra novanthealth.org

STIgHE e TTT D

Nelson Mullins Rilev & Scarborough LLP
Noabh H. Huffstetler, 1M1

Counsel for Novant Health and

Forsvth Medical Center

4140 Parklake Avenue. Suite 200

Raleigh, NC 27612

Telephone: (919) 877-3801

noeah huffstetler@ nelsonmullins.com

DFS Hraltls Plansing
RECEIVED

Medical Facitinies
Planning Secrion



On page 121, the Proposed 2008 SMFP provides in pertinent part:

One additional fixed dedicated PET scanner is needed for each
existing fixed PET scanner that was utilized at or above 80% of
capacity during the twelve month period reflected in the owner’s or
operator’s 2007 llospital Licensure Renewal Application on file
with the N.C. Division of Facility Services. For the purposes of
this determination. the annual capacity of a fixed dedicated P¥T
scanner is (2,600 x .80 = 2.080) proccdures. . . .

Applving this methodology. Table 9M on page 122 of the Proposed 2008 SMEP shows a
need for one additional fixed PET scanner in HSA 1, in which Forsyvth is located. Yor the period
covered by its 2007 annual license renewal application, the twelve months ending September 30,
2006. the utilization rate for Forsyih’s PET scanner was 2417 procedures. or 92.96% of

capacity. This utilization of Forsyth’s cquipment based on PET scans per scanner ranks first

among the twenty-twa facilitics in North Carolina with fixed PET scanners.

Morcover, the data set forth in Exhibit A to this Petition shows that the utilization of
Forsyth's PIET scanner continues to grow rapidly.  The growth in Forsytl’s PIET scanning
services is likely not only to continue, but to accelerate.  The discussion of PET utilization
comtained at pages 116-118 of the Proposed 2008 SMEDP recognizes “the steady grawth in the
number of ¢linical studies tor which the Centers for Medicare and Medicaid Services (TCMS™T)
authorizes reimbursement for PET scanning.” and concludes that “the clinical use of PET
scanning is increasing rapidly, and the new applications involve the diagnosis of cancer.” In
addition. the CMS National Oncologic PET Registry (NOPR)Y' is tracking data 1o determine if
other PET codes should be added for reimbursement bevond the current codes that focus on PET

scans used for initial diagnosis and staging of cancer patients. [t is likely that the data will show

Dr. Coleman, Vice Chair, Departmient of Radiolesy, Professor of Radiology. Director of Nuclear Medicine, Duke
University Medical Center. is Co-Chair for NOPR.

]
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that PET scans for cancer treatment monitoring and re-staging of cancer recurrence should also
be added as reimbursable PIIT scan codes. See Exhibit ', As shown on Table 9G at pages 108-
09 of the Proposed 2008 SMFP. Forsyth's radiation oncology service ranks second among the
sixtv-four facilities providing that service in North Carolina in the number of procedures
pcrf'urmed.: Given the robust and growing cancer wecatiment programs offered by Forsyth, and
the rapidly increasing number of types of cancer for which PET scanning is useful. itis clear that
Forsyth's PET utilization is likely to grow even more quickly in the coming vears. This is
further substantiated by the letter of Dr. Basile, Medical Director for Inpatient Radiology at

Forsvth Medical Center, which is attached as Exhibit B to this Petution.

Despite the clear evidence that an additional PET scanner is needed in HSA 1l as
indicated in the draft 2008 SMIP on page 119, Forsyth is concerned that there may be an attempt
to deprive it of the opportunity to apply for a certificate of need to acquire the needed equipment.
At the May 16. 2007 meeting of the SHCC's Technology and Equipment Comumittee, it was
sugeested that the threshold to trigger a need determination for an additional PET scanner should
be raised to 2.500 procedures or more per vear'. Moreover, Forsyth has received notice that a
“PET Scanner Discussion Group Meeting”™ has been schieduled for August 15, 2007, For all of
the reasons sct forth below. no attempt should be made to change the statewide methodology for

making PE'T scanner need determinations in the 2008 SMEP.

* As measured by ESTV-weigited radiation therapy treztment procedures: (13 Duke o 36,6340 (2) FMC ¢ 28,455,
13) Mosas Cone Health Systemn @ 28.362; (4) Cape Fear Valley Medical Center 27,6312 (5) First Health Moore
Reeional @ 23,764 (6) UNC Hospitals & 22, 224 (7) Mission Hospitals & 20,776: (8) NCBH & 202510 (9)
Catawha Valley Medica! Center @ 20.766: (10) The Presbyvterian Hospital ‘& 16,659 Sec Exhib1 D

* Based on a discussion at the May 16, 2007 mecting of the SHCC's Medical Equipment und Technology
Committee. The Chair of the Committee discussed a letter fromn Dr. Coleman at Duke Umiversity Medical Center
DUMC) that stated “our experience suggests that the eapacity of a fixed dedicated PET CT scanner 1s 13 procedures
a day.. If 15 per day were capacity, a fixed dedicated PET C'T scanner could provide 3,730 procedures per yuear (15
X 230). Given the length of time required to bring un additional machine on line, T would mzke the threshold a
volume of 10 procedures per day or 2300 per year.” Sce Fahibit € for a copy of Dr. Coleman’s letter. An
additional caleulation shows that the 2,500 PET procedures vear threshald 13 67% of 3750 PET procedures year
assuined annual capacity.
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First. the Agency's performance standards codified at 10A N.C.A.C. 14C.3703 reguire an
applicant proposing to acquire a PET scanner to demonstrate that "its existing dedicated PET
scanners ... performed an average of at least 2.080 PET procedures per PET scanner in the last
vear."* If the proposed change in the 2008 SMFP were adopted, the 2,080 procedure threshold
wonld be accordingly adjusted to 2.300 procedures. and should be applicable to any futre
application for new or replacement cquipment. Because the cost of PET equipment typically
exceeds $2.000.000, a CON is normally required to replace an existing scanner. For example.
during 2007 Duke University Medical Center submitted a CON application to replace a PET
scanmer with a new PET/CT scanner and the associated project capital cost was $3.7 Million
(Project 1.D. = 1-7794-07). the project was approved under the 2,080 unlization standard.
Theretore. if the threshold for a PET scanner need detenmination is raised to 2.500 proccdurcsﬁ
per vear, many existing providers of PEL scanning services will he unable to replace their
existing equipment when it reaches the end of its useful life, if they are not able to establish that
the annual utilization of their PET scanner will exceed the new higher volume threshold of 2,300
PET procedures per vear. Furthermore. the PET need method does not include any weighting
factors for PET procedures (as the MRI and CT scan regulations and need method dod. so this
would make it even more difficult tor all applicants secking to replace and update original PET

and PET CT scanners to demonstrate the need in a CON application.  Morcover, any attempt by

* The 2,080 PET procedures sear threshold is 80% of the annual capecity of a PET scanner 2,600 PET
proceduresyear. (- 2,600 X .80 — 2,080). This PET scanner capacity definition and utilization threshold to trizver
need for a new PET scanner is found in the 2007 SMFP at page 115 and in the draft 2008 SMIP at page 121

* Based on a discussion at the May 16, 2007 meeting of the SHCC's Medical Equipment and Technoleay
Committee. The Chair of the Committee discussed a letter from Dr. Coleman at Duke University Medical Center
DUMC) that stated “our experience suggests that the capacily of a fixed dedicated PEY CT scanner i3 15 procedures
a dav...1f 1S per day were capacity. a fixed dedicated PET CT scanner could provide 3,730 procedures per veur (13
X 230}, Given the length of time required to bring an additional machine on line, 1 would make the threshold a
volumie of 10 procedures per day or 2.500 per year,” See Fahibit C for a copy of Dr. Coleman’s letter.  Ap
additional calculation shows that the 2,500 PET procedures year threshold is 67%% of 3.730 PET procedures year
assumed annual capacity.




the Certificate of Need Section to exempt a certificate of need application to replace existing
equipment from the new standard would arbitrary and capricious, and therefore subgect to legal
challenge.

Second. the argument for raising the assumed capacity is premised n part on the current
requirement in 10A N.C.AC. 14C.3702(0)3)B) that a PET scanner be operated for “a
minimum of twelve hours per dav. six days a week.”™ However, the seventy-two hours of weekly
operation required for a PET scanner is inconsistent with the sixty-six hours per week required
for simular technologics like a MRI scanner. under 10A N.C.A.C. 14C.2702(c)(1). and o CT
scanner. under 10 N.C.ALC. 13C 2302(k). A PET scanoer should not be expected to operate
more weekly hours than those other diagnostic modalities. This point is reinforced by the views
expressed in the letter attached as Fxhibit B, in which Dr. Basile maintains that it is unreasonable
to expect a PET scanner to be operated as many hours per week as a Ot or MRI unit®.

Finally. it is procedurally inapproprizte to mmplement a fundamental change in a
methodology for the 2008 SMFP having statewide implications m a specially convened August
1572007 meeting of a “Discussion Group.” As explained on page 7 of the 2007 SMEP:

Persons who wish to recommend changes that may have a statewide

effect are asked to contact the Medical Facilities Planning staff as carly in

the vear as possible. and te submit petitions no later than March 7.

Changes with the potential for a statewide effect are the addition.

deletion. and revision of policies and revision of the projection

methodologies, These types of changes will need to he considered in the

first four months of the calendar vear as the "Proposed SMEP™ L. is being
developed.

" Dr. Coleman’s Mav 2007 Jetier to the SHCC s Medical Equipment and Technoelogy Comimittee suggests that. at
that time. the DUMC PET.CT scanner was operated 12 hours per day on weekdayvs (Monday  Friday) or 60 hours
per week.

Dwacd e 2000




Any such change could first be considered by the full SHCC at its September meeting,
after the “Public Review and Comment Peried™ which includes six public hearings conducted
throughout the State on the Proposed 2008 SMFEFP. and which concludes on August 3. 2007, To
change a statewide methodology after any opportunity for public comment on the 2008 SMEFP
has ended would clearly violate the established procedures tor the annual update of the SMFEP.
Thus. the carliest such a change could properly be implemented is i the 2009 SMFP.

Given the foregoing considerations. Forsyth respectfully submits that the 2008 SMFP
should include a determination that an additional fixed dedicated PLIT scanner is needed HSA
I, and that any proposal to change the statewide methodology tor making such need
determinations should be considered in accordance with the established State Health Planning

Process for pessible inclusion in the 2009 SMEP.

File: PETCommentt MCToSHCCORProposedSMIP.07.20.07 doe
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Forsyth)MeDiCAL CENTER

July 19, 2007

Chris Ullrich, M.D., Chair

Medical Equipment and Technology Committee
State Health Ceordinating Council

701 Barbour Drive

Raleigh, NC 27603

Subject: Comment to the State Health Coordinating Council Regarding the Need Determination for
One New PET Scanner for HSA Il in the Proposed 2008 State Medical Facilities Plan

Dear Dr. Ullrich:

I support of the Need Determination for a fixed dedicated positron emission tomography (PET) scanner in
Health Service Area (HSA) Il contained in the Proposed 2008 State Medical Facilities Plan (SMFP). An
additicnal scanner is needed as PET services will clearly continue to grow.

Forsyth Medical Center (FMC) began offering PET services in August 2004 and since then we have
completed over 6000 exams. As shown below, the average number of exams per month has increased
steadily and is currently almost 250 per month. Over 90% of these exams have been completed on
oncology patients. FMC's Derrick L. Davis/Forsyth Regional Cancer Center is the second busiest cancer
center in the state second only to Duke, when measured by the number of ESTV radiation therapy
treatments offered during FFY 2006 as reported in the proposed 2008 SEMP. FMC’s oncelogy program
has experienced sustained growth over the past several years and this growth is expected to continue.
Thus a second PET scanner will become necessary not only to keep up with the growing demand from
cancer physicians and their patients, but also to allow the expansion of FMC’s PET studies to additional
specialists and their patients.

100

50

2004 2005 2006 2007

Figure 1. Average number of PET exams per month for each
year that PET has been availabie a1 Forsyth Medical Center.
Winston-Salem, NC.

! Based on ESTV-weighted radiation therapy procedures report in the Proposed 2008 SMFP: (1) Duke at 36,634, (2) FMC at
28.435; (3) Moses Cone Health System at 28.362; *4) Cape Fear Valley Medical Center at 27,631, (5} First Health Moore
Regional at 23,764 (6) UNC Hospitals at 22, 224; (7} Mission Hospitals at 20,776; (8) NCBH at 20,251, (9) Catawba Valley
Medical Center at 20,766, (10) The Presbyterian Hospital at 16,659,




Comment o the State Health Coordinating Council Regarding the Page 2
Need Determination for One New PET Scanner for HSA 1 in the
Proposed 2008 State Medical Facilities Plan

With regard to PET growth, the National Oncologic PET Registry (NOPR) was established in 2005 in
response to a proposal by the Centers for Medicare and Medicaid Services (CMS) to expand coverage for
PET with F-18 fluorodeoxyglucose (\*FDG) to include cancers and indications not presently eligible for
Medicare reimbursement. Prior to May 2006 when the NOPR began registering patients to capture data
on additional oncologic indications for the use of PET scans, CMS paid for PET scans for only nine types
of cancer. The attached table from the NOPR website (http://www.cancerpetregistry.org) shows the types
It also shows the additional cancers and indications for which Medicare reimbursement is available
through the NOPR (designated with a v} if the patient's referring physician and the provider submit data
to the clinical registry to assess the impact of PET diagnostic information on cancer patient management.
Sponsored by the Academy of Molecular Imaging and managed by the American College of Radiology
through the American College of Radiology Imaging Network. the NOPR is implementing this registry
for CMS. Considering the impact of the NOPR, PET will surely continue to grow as the CMS begins to
cover for more cancers the diagnosis, initial staging, treatment monitoring during therapy (chemotherapy.
radiation therapy. or combined modality therapy) and re-staging after completion of therapy and detection
of suspected recurrence.

A PET/CT scanner should not be expected to operate more weekly hours than other diagnostic modalities
such as computed tomography (CT) or magnetic resonance imaging (MRI). Unlike CT or MRI that must
operate 66 hours per week as per 10A NCAC 14C.2302(k) or 10A NCAC 14C.2702(c) 1), respectively.
PET/CT scanners are being held to an operational standard of 72 hours per week per 10A NCAC
14C.3702(bX3XB). Perhaps this requirement is based upon the lengthy total exam time of approximately
210 2.5 bours for PET. For example. the uptake time of the *FDG is generally 60 to 90 minutes.
followed by a scan that takes approximately 25 to 30 minutes. But, unlike CT and MRI that are used for
innumerable indications. PET is used for a small subset of the general patient population that includes
primarily oncology patients. Furthermore, unlike CT and MRI which may be stafted to operate 24 hours
a day to meet urgent and emergent needs. the daily PET schedule is limited to the availability of the
cvclotron-produced *FDG from regional vendors — at FMC, we are only able to offer access to PET

services only 12 hours per day.

Oncology is only one specialty that utilizes PET. For example, cardiology patients may benefit from
"FDG exams to assess myocardial viability and neurology patients may benefit from exams to diagnose
Alzheimer’s as Medicare does reimburse PET scans for these indications. But because FMC is
committed to providing the best patient care in a timely manner, we have not yet fully introduced our PET
services to the cardiologists or neurologists nor have we begun to implement therapy treatment planning
with the radiation oncologists. Since the availability of FMC's one PET/CT scanner is limited to just 12
hours per day as described above, we took forward to the opportunity to seek the state’s approval for a
second PET/CT scanner in 2008. This will better enable us to provide excellent service to a wider variety
of referring physicians whose patients would benefit from PET diagnostic studies.

Thank vou for the opportunity to provide comments in support of the Health Service Area (HSA) Il PET
Scanner Need Determination in the Proposed 2008 State Medical Facilities Plan. If I may provide
additional information, please contact me at (336) 718-5844.

Sincerely,

VIR ro.

Vito Basile, M.D.. Medical Director
Department of Radiology
Forsyth Medical Center




National Oncologic PET Registry (NOPR)
Cancers and Indications Eligible for Entry inte NOPR

{Information avarlable at hitp/Awww cancerpetregistry org/indications htm)

Indicatians Diagnosis Staging Restaging Monitoring
_ e AUS N ‘ * M
) S S
B} _ Bone/carmlage v s ‘ . N _
_ o Bfa_in. Primary" ) N ___\: _\ ___ ’ \
) T Breastfemale | NC  C1__Cc €
o ___Breastmale s ,
_ T - S A S
__ . . _ColonandRectum c ... ¢ .k L
. ___ Connective/other issue > > . T SN
} o Esophagus  C  _ C  C_ y
o o Eye * N _\_'; N B A
" Gaibladder and extrahepatic bieducts v v NN
T Kaposissacoma N NS~
Kidney and ofher urinary ract v . , S
. _larynx c _ ¢ ¢ N
_ o Lekemia v v v
o Lip, Oral Cavity, and Pharynx c  C c v
~Lwer and intrahepatic biie ducts o~ N v N
_ Lung, non-small cel c _ c ¢ N
_ Lunq._s{n_all_ggﬂ \ v _.__\ N
o ) lymphoma ~ C  C c .
i _ Melanoma of skin o c o cr c N
ol Myeloma Y AN >
. Nasalcaviy earandsmuses _  C € C
Ovary and utering adnexa  » I AR
. .. Pancreas A AR AR
" Penisandotiermalegentala s v v
I _Pluera A N o0 .M
] . Proste v v N
Retropentoneum and peritoneum  x % NN
_____ Single Puimonary Nodule € LN NA L NAL
_ —.._ . Smaillntestne v , > L T Yo
~ - Stormach ~ i B T T N
_ o Testis \ ' TN ) N w'_____
o Thymus. heart. mediasinum . " _: _\ ) v l \
Twoid v G
_ . Uterus. body S o A R
. _Uterus.unspefied v v Ny
Other or not listed N N S s

~ Eligible far entry in NOFR
C Not eligible for entry in NOPR (because already nationally covered indication}
NC Not eligibie for entry in NOPR (because natonally non-covered indication)
N& Not applicable
1 Does not cover initial staging for axillary ymph nodes for breast cancer patisnts and regional ymph nodes
for melanoma patients
2 Patien! must have prior CT or MRI negative for extrapelviC metastatic disease to qualify as a covered
indication. Patients who do not qualify for covered indication (e.g., because CT or MR! not done or because
either showed extrapelvic metastatic disease) can be entered on NOPR.

3 To qualify as a covered indication thyroid cancer must be of follicular cell origin and been previously treated
by thyrokiectomy and radioiodine ablation and have a serum tyroglobuiin > 10 ng/ml and nagative 1-131
whole body scan. Patients who do nat qualify for covered indication [because tumor other than follicuiar
cell origin or thyrogicbulin not eievated) can be entered on NOPR.
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May 14, 2007 Medical Faclies
Planntng Section

Mr. Tom Elkins, Planger

Medical Facilities Plenning Section

Division of Facitity Services

N. C. Department of Health & Human Services
701 Barbour Drive

Raleigh, NC 27603

Re: PET/CT Capacity
Dear Tom:
Pruncan forwardad m2 your question about the feasibility of increasing the capacity of
fixed dedicated PET scanners in the nead methodology incorporated in the Stlate Medical
Facilities Plan.
For saveral reasons your inguiry is perfectly tmed:
The PET/CT scauners aow being purchased are significantly faster than
die PET-0nly scanners that they have replaced, In short, wz now have

enoagh experience with the PET/CT to revise the need methodology to
agsLne {13 use.

[V

The fc«.} noiogy has stabilized. The PET/CT we will instal! later this year
is no faster or more efficient than the PET/CT wae installed 4 years ago,
and 1 do net foreses any significant change in the years ahead,

Our experience suggests that the capacity of a fixed dedicated PET/CT scarmer is 15
procedures a dav. Dering the year endad Jme 30, 2006 our PET/CT provided 3,327

. "?_—'._ M
procedures, for an average of 13.3 per day. With the demand continuing to increase, we
havg lengthened cur schedule znd our PET/CT now averages 15 procedurss pey day,

To maintzin that volume, our staff amrives about 5:30 AM. every weekday, the first

patient is schaduled 21 6:45 AM,, the Jast pa'lcrt is scheduled at 5:00 P.M. but 15 usually
scanned close o 6:00 P.M., and the scrvice closes at 6:30 P.M.

TLND 3R v Lithgm WO ETTTD e Mhanp 30 aR0-7%44 e Mo (3106847130 o femmdcolemtiNitnc ooe ety




Tom Eikins
May 14, 2007
Page 2

1713 per day were capacity, a iixed dedicated PET/CT scanner could provide 3,750
procedures per year (15 x 250). Given the length of tima required to bring an additionat
machine on line, I would make the threshold a volume of 10 procedures per day or 2,500
per year. Even though new indications wil! not expand the use of PET scaaning in the
next few years, the deinand is likely to continue increasing about 13% per vear, and we in
North Carolina should be positioned to meet that demand.

I bone that these supeestions erz helpfil. If you kave questions or nzed fusther
p a ] ¥ q
nformation, please let me know,

Sincerely,

( Cdund. (plenan_

R. Edward Colesrman, M.D.

Vice Chair, Department of Radiology
Professor of Radiology

Director of Nuclear Medicine

cer Durcan Yaggy
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Table 9K: PET Scanner Utilization of Existing Fixed Dedicated Scanners

Procedures g Ltilization Rate |Need Determination
Center 2002-12003-)2004- 120051 HSA § Year 2006 Pracedures . | by Criteria - 80%
2003 {2004 |2005 |2006 Z 12600 as Capacity | of Present Capacity
Mission Hospiials () 644 g75 | 1003 I ] 3B .5E%
Catawba Vallew Frve Reg. i 848 | 1258 [ 1 48.38%
N.C. Bapust Hospitals 117§ 1797 | 1266 | 1477 II 1 56 81%
Maoses Cone Health Sysiem (o) 1382 [ 17601 I 1 67.69%
Forsyth Medical Center (p) 130 | 1579 {24173 11 [ 92.96% 1
Hich Point Rewional (1) 179 356 | 574 i i 22 .08%
Alamance Hep. Medical Ctr. (o) 374 1 1 13.38% mobile procedures
Casolinas Med Center(ai () 2314 | 2908 | 3049 | 36351 NI 2 69.90%,
Gaston Men. 2 CI§ Summur (m) 172 | 700 | B46 | I 1 12.54%
NorhEast Medical Center () 330 481 615 I 1 23 63%
The Presbytenan Hospital {9} 1544 | 1988 | 10l | T6.46%
tredell Memorial Haspital (1) NAa | I 1 NA
PDuke Univ. Hospital {d) 3230 ) 3135 | 3061 [ 35396 IV 2 69.15%
LNC Hospitals {b) 1230 | 1389 | 1144 | 1386 | TV 2 26.65%
Rex Hospital {¢) 307 116 | 1543 [ 15| IV 1 73.58%
Wake PET Senvaces. Wake
Radiology Omcology, Waks
| Radiology, WakeMed (5) NA IV 1
New Hanover Ren. Med. (@) 582 755 v | 26 04%
Caye Fear Valley Medical Cir (1) 629 | 1218 | 206010 W 1 79.58°%% )
First lmaging of the Carolinas (1) 351 526 S50 Y 1 21.15%
Piit o, Memorial { ¢ ) 418 393 §12 Vi 1 32.00%
Craven Reg, Medical (1) 719 831 VI ! 31.96%
Nash General Hospital (u) 336 | VI 1 12.62% mohile proceduras
TOTAL 6127112168 21.270]28.215 25 1

2005 215 (6 187°2007)
NA Not Applicable for time penod ending Sepiember 30, 2006,

{a) Approved for addrional scanner in November 2001,

{b} Approved for scanner in June 2000 and additional
scanner under Policy AC-3 i November 2005.

{c) Approved for scanner in August 2001,

{d) Appreved for addiinnal scanmer under Policy AC-3
in September 2002,

{e) Approved for scanner in September 2002,

£y Approved for scanner in January 2003.

{g) Operationat in October 2004,

{h) Approved for scanner in August 2003.

{ i ) Approved for scanner in August 2003

() Approved for scanner in July 2003,

(k) Approved for repiacernent of 1 scannar in June 2003

i 1y Approved for scanner in October 2003.
{m) Approved for scanner in December 2063,

{7} Approvad for scanner in December 2003
fo) Ops-ationzlin Oclober 2004.

(p) Approved for scanner in June 2034,
tq) Approved for scanner in June 2004,
{ r} Approved for scanner in January 20035

(s} Approved for scanner in November 2005,
() Approved for scanner in January 2007,
{uy  Approved for scanner in Aprl 2007,

tv)  Approved for scanner in May 2007
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Table 9G: Hospital and Free-Standing Linear Accelerators
and Radiation Oncology Procedures (sce note at bottom of table)

—

[

Service LIN] PROCEDURES (ESTVs)
Facility Name Area#| County [ACC| 2005-2006!Average per Unit
Harris Regional Hospita), Inc.-Mtm Trace] 1 |Jackson H 1,503 1,503
NC Radiation Therapy - Frankhn 1 |Macon 1 2,2 2,277
Mission Hosprtals (S) (b) 2 |Buncombe | 3 {20,766 ) 6,922
NC Radiation Therapy - Ashevillel 2 |Buncombe | 2 ;012 3,506
NC Radiation Therapy - Clyde 2 |Haywood 1 4,359 4,359
NC Radiation Therapy - Marion 2 |McDowell 1 2,534 2,534
Watauga Hospital 3 [Watauga 1 4,491 1,491
Margaret Pardce Mem. Hlospital 4  |Henderson 1 6,591 6,591
NC Radiation Therapy - Brevard 4 (Transylvanig | 1,709 1,709
NC Rad.Therapy - Hendersonvillel 4 jHenderson | 1 645 645
Catawba Valley Medical Center 5 |Catawba 2 Q_S_,_Qﬁﬁ) 9,004
Frye Regional Medical Center 5 |Catawba 1 NA NA
Grace Hospital, Ine. 5 |Burke 1 NR NR
Valdese General 5 |Burke 1 6,082 6,082
Caldwell Memorial Hospital, Inc. 5 [Caldwell 1 1,056 1,056
Cleveland Regional 6 |Cleveland 1 6,989 6.989
Gaston Memorial Hospital (h) 6 [Gaston 3 11,761 3,920
NC Radiation Therapy - Forest City 6 |Rutherford 1 4,656 4,636
2006 SMFP Need Determination 7 1
Carolinas Medical Center (S) 7  |Mecklenburg| 3 14,128 4,709
CMC-Union Reg. Medical Center (1) 7 |Umon 1 8,428 8,428
Matthews Radiation Oncology 7  [Mecklenburg] t 10,803 10,803
Presbytenian Hospital 7 |Mecklenburg| 4 (16,6397 | 1,165
University Radiation Oncology 7 |Mccklenburg]| 1 7,289 7.289
Iredell Memorial 8 (lredell 2 6,834 3417
Lake Norman Radiation Oncology C 8 {Ircdell 1 4.641 5,525
Rowan Regional Medical Center 8 |Rowan 1 5,519 5,519
NorthEast Medical Center 9 |Cabarrus 2 13,009 6,505
Stanly Regional Medical Center 9 {Stanly 1 4,427 4,427
Forsyth Mcmorial Hospital 10 |Forsyth 4 (28,435) 7,109
Hugh Chatham Mcmonal Hospital {d) 10 |Surry 1 3,911 3,011
L IN. C. Baptist Hospitals (S) 10 [Forsyth 4| 120251} 5,063
2006 SMFP Need Determination 11 [Davidson |
High Point Regional Health System 12 |Guiford 2 9,344 4,672
Morchead Memorial Hospital 12 |Rockingham | 1 5972 5972
Moses Cone Health System 12 [Guilford 4 (28,362 7,091
Randolphr €ancer Center(m) -~ | ~ 13— [Randolph ™17 CTTRAT )TN ATTTT T
UNC Hospituls (S) 14 [Orange 4| (222247 5,556

b _(‘.{‘.

'
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Table 9G: Hospital and Free-Standing Linear Accelerators
and Radiation Oncology Procedures (see note at bottom of table)

Service LIN{ PROCEDURES (ESTYs)
Facility Name Area#| County [ACC| 2005-2006| Average per Unit
Alamance Regional Medical Center (3) 15 |Alamance 2 7,991 3,996
Duke University Hospital {S) 16 {Durham 5 | (36630 7,327 + -1
Durham Regional Hospital 16 (Durham 1 6,128 6,128
Maria Parham Hospital (c) 16 |Vance 1 4,833 4,833 B
FirstHealth Moore Regional 17 [Moore 2 | (237640 11882 12
Scotland Memonal Hospital (1) 17 [Scotland ] 4122 4,122
Cape Fear Valley Medical Center (a)| 18  [Cumberland [ 4 C2.7',63 1) 6,908 4+ Y
Southeastern Regional Medical Center 18 |Robeson 1 9,484 9,484
New Ilanover Radiation Oncology 19 |NewHanover | 2 | (15,1560 7,578
New Hanover Regional Med Ctr 19 |New Hanover | 1 7,599 7,599
South Atlantic Radiahon Oncology, LLC (¢ ¥ 19  |Brunswick 1 NA 0
2007 SMFP Need Determination 20 1
Cancer Cus of NC - Raleigh Hematology] 20 [Wake 1 8,924 8,924
Duke Raleigh Hospital 20 |Wake I 7,323 7,323
Rex Hospital 20 {Wake 4 16,184 4,046
Wake Radiology Oncology Services 20 {Wake 1 5,960 5,960
Triangle Radiation Oncology Services 21 [|Johnston 1 2,648 1,093
2006 SMFP Need Determination 21 llohnston 1
Lenoir Mcmorial 22 |Lenoir 1 6,147 0,147
Wayne Radiation Oncology Center 22 [Wayne ] 6,952 6,952
Carteret General (g) 23 [Carteret 1 4,015 4,015
Craven Regional Med Ctr 23 |(Craven 2 12,415 6,208
2006 SMFP Newd Determination 24 |Onslow 1
Nash Day Hospital 25 |Nash 2 7,905 3,953
Roanoke Valley Cancer Center 25 |Halifax 1 3,208 3,208
Wilson Memoral Hospital 25 |Wilson ] 4,413 4,413
Ahoskie Cancer Center 26 |Herford 1 3,173 3,173
Carolina Radiation Medicine, P A. () (SX 26 |Pitt 1 5,200 8,206
Pitt County Mcmorial Hospital (S] 26 [Pitt 3 16,013 5,338
Albemarle Hospital 27 [Pasquotank [ | 4,403 4,403
Outer Banks Cancer Center 27 |Dare 1 4,977 4,977
TOTALS (64 Facilitics) e P 112 579,883 5178

Nota: The above inventary of linear accelerators is subject to change if it is determined that any of the

.listed eguipment was not acquired in accordance with N.C. G. $. 131E.175, et.seq, prior to August 26, 20905,
T9G2008p xIs (06/6/2007)




2 LI HX T

_ (551}

|
A A m A _ ’ _ SPNp apg nedaye nu pue sl
N - R . 1 - . —- 1
.m . _ . oo i :
; e o r\._, L P 3 T M L B . (PST) snuy _
[ o) ! N _ D 5 1 {pST)wnpay pue {£G1) LoD
i . Jp — - ]
ﬂ . ! 1
i AN 7 AN _ Vs : Ve : (25710 dUNSMUT [ICWIS
.. e - - —— - R
7 A _ A 7 A booa | (1617 Yoewms
-——r —— . ———— JR— N
" D 4 A M ) _ ) __ {(051) snbeydos3 -
— R .- - - JR— - —— ]
_ " (6p1-0t1}
2 : e 7_ 2 __ 3 XUAICU4 puUR "ANARDy REQ ‘O
asuasinday . Bunioyuow | Buibeis | .
papadsng fBuibeisay juawlean) V 1etpu] sisoubelq suonedipul
ajgeanddy 16N = ¥N
UANPIIPUI PAIBACI-UOU AJCUCIICU - YJON Ul ANUZ 304 21BN 10N = DN
"UONEDIPUI PAIAAGCD AJBUCHIU - ¥SON Wt Ailug i0) alabny 19N = )
HAOM W ANu3 Joy ;b = A

HdON IHL NI AHLN3 HOdJ 31819173 SNOLLVIIAN]I ANY SHIDINVD

‘5asn pBIA-HdON 40) 13d-014 J0 Suoneinu [enualod oyl pueisiapun

137199 01 PIN3RIR1| paysignd ayy 0] 1331 0 P3SIADE sny] aJe sueisiyd Bunaidimu pue Bunialey "S101e6NSIAUL H4ON 10 weaboid 31enpa|y

u:.u 19YYD AQ ‘SUOIIEIIPUI PUE SIIDURD PAISACY A[[RUGIPUBS 3Y) 10) 13d J0 JSM BY) JoJ LONePUIWLLIOINS JudusbeueL 1BDILNY P OININISLOD JOU S20P

HdON 241 10) Aungibi3 "sa1pnis 13d IQIBID-YdON PUR PRIAADD YHI0Q JO Bunpg pue BuIped 3yl 10} paUINbad SiIYAL "ANISSIIDY [edIpa Buiuowiraop
10 aigisuodsas suewas vessAyd Buniq ay L SUOIIRIIPUL PUR SIA2UED PaI3A0D A|lRUCITIDUDD 10} [ 3d-DAd O AN (22U AU DUILHASD oy

0] PASN 3Q 1AM S1CP 3SAYL “E1ED {RHUINY JO US23(I0T dYl U0 AdON Y1 IapUN [ 3d-9AQ4 Je 262IaA03 POUCIPUGD SCY 20IIPA "UOSEOL SILY 404 TH4ON
AU} 0] UDISSILUIANS B1BP [BIILID INOYIM PISAOD AQUDLND a2 10w SUONEPUL PUE SIAIULRD 10] UBYY HdON 241 Ut AJUO DLy Al DBIBACD Apuating
2P JBYY SUONRIPUL pUB S13UeY J0Y 15NG0d 559 AIP1oudb s1 1 34-904 Jo Aunn (e ag BUILLIZIUEY 33UaPAN 311708105 Y] (10N LNVYLIHOdWI

MPON OUT U A0 10 DETIBYD 10U 0N B0 JUDLLBSHIGUIDS BLIEA 0] RPN
AHCpIAAS 20 J0YT SUOREPUL PUE 10000 TYION QYT W AU 20; Sigefo L ON Q0P U0DAL AQ QGUSINQUIAL R0 YT SUCEMDU DUP SID3UED

>1!5=) YJ 2N [2DXmMag




A o oA \,ﬁ (981) snsa1.
o - A o (e81) el
ﬁ-- Ve Ve W Vai . __ Ve _ €21 pxaupe mcr._.u.“.:.-n.cq. >.._a>..ﬁ|u_
L A A A e -!.ﬁ.%mp.&mm_,@mm
_ A A | S | A (081) X1A10D
__ e e J-|M Ve _ A r -.Amhd payadsun ...u,:._m;:”
| P A ~ __ e h {9£1) PWOMIRS S 150dPy
| 5 o D N (6/1) 150010 BB
_ 2 _ 8 _ * e ON _rl\. L (p/1) 150244 u_mc_mi”
_ 2 7 Ve * D _ 3 _ . mmn: uINS j0o mEoc_MEI_,H
“- A ) % A ;.ii ) \; - 11_ A % {171} anssi] 105 Loﬁo\.?).:mw.:m&._
e _ A | oz abenieasauog.
W i |\, _ I.\., T M Va k Va ) M _Hnw...@iﬂ uﬂ:csmm_uoE ‘ueay :m:c,;ch__
| A W Ao A (£91) eanalg.
| N _‘11i N k AL A _ (Z91) 1192 WS “HunT
ﬁ|. B 0 k|| Ve * ) _ m Ik {Z291) 1122 rws-uou ,.a_.:j
S - N AN A )
—\ D A _ 2 2 SOSNUIS PUC 100 "ANAELD ﬁ_M“umﬁ_/w
_‘ - o _ Smdh
m A A A e I winauojuad pue winNauoluadolldy

——— L — S i
__ A F_ A N ” A (51 mmo._ucma_m
— e e e “ e m opg nedoayenxs g mwwwwu_w_ﬂ.% "




JO AT AUD JO A0 POIINAINS /SIS 10 TBULQILOW 1WAWIPA S TEwGes i “neouBep S0 §UOS, CECD 190 qlias Uresq ayl o Bunloul 34
FLON IvHINID

HAON U0 PaIalun aq ued (paleasa J0u unnqoboiiygl 40 wibBLo (1 JRNDIO) UPYT 4DYI0 JO IOWN] BSNEING CHa) uoneEPU paus3A0)
10} Ayienb 10U ap aym S1UDNRd "UEDS Apoq Bjoum T£1-] danebau pue (W/BUNT < wnGoIBoIAYT LUNIDS B 3ALY PURB USND|QE JUIPCIOIpE)

pue ALIOYIOPICIAYT AQ PAIESIY AISNCIADLE UBDG pUR WIBLIO (122 JBINDNI0) 40 30 1SN IDIURY MIOIALT UCNEJIPWI DAIDACY B s¢ Apjenb o] g
“WAON U0 PAIBIUD DG ULD (HSPISIP MNILISEIRLU IAIDARIIXD DIMOYS JBYNS 3SNEIDQ IO JUOP 10U YK 40 | 5NeI3Q B a) U0NCIIPUI PII3AOD U0y
Af|END 10U Op OUM SIUDNRG “UONRDIPUI PAIBA0D © SR AJPnb 01 SPASIP J1IRISCIAW M1atadesixa 104 3ANebau 1YW 40 1D 1oud Jary 1SAW US4 b
- 3W0IpUAS Jnsejdoaueseyg (sisoubeig, (7)) pue uoneneas |2usilulaaLod AQ 192U 15eaaq Asewtd Wapiaa
QU NG SISPISEIOW |EPOU AJR|IXE YiM Juaned e ur alg Alewig ursousun isisoubeig, (1) suonedipur syl o) Y4ON ul Anus 10 21916115 51
1A3Ue 150319 PA1IAdSAS YIiM UHIEd B 1I9AIMON SSPLL 15231 SN0IDISNS © B1eNRAR 0] 190UE) 1509.q ja  Ssisoufield, 10y pRIBA0d-UoU I 13d €
suaned ewour|aw 1) sapou ydwaA] jeuaiBas pue sjudned 127ued 1Sealq 10} sapou YA Auefixe 1oy Butbris [NV 1DA0D 10U SO0 7
UOIIEINPUI PRIIACT B 30 PINOAL 2DUB1IN302 palaadsns/Buibeisar so ‘buibels jeniu ‘sisouberp aadued
IeUR 10} g "SI3M1e2 350U AQ PasIIsS SRy | Jg 104 1180007 (213910103, JO AbRIDAGD 3D W IDIUBD [PUR RN SIALLT) UEPDY oS 7T
‘S310N
A Ve Vsl 7 Vsl _ Wal : P3151 10U 10 DY
— i 1
ﬁ v ¥N * b ! D ; INPON AlRUsiUINg AleN0S
R P - e = — ]
| A | A " A s (807-+07) RILIHNDT
| A m A | A oA (€0T) PWoPAN
: 4 . _ A | 5 % 5 (207-007) PWOydWAT
P | —— e = —— : Cwre—— — e
! 1
i D | A A A (£61) ProsAuL
—_— w— ———— L ———. _ e e m e el e —— - [ — |
_ Va Ve __ Va ; A _ 161 insg Aseuwliig .
- R - —_——— - | U O U |
| A | P A A (061) aA
M. - - - - ||||"0. - —_————— — - .._ .—-——— I||.||._r| —_ - ||||i_. —_——— - [R— e .||||..|||ﬁ|©|ﬁ~ﬁuln
| A~ . A 4 * e ; 19843 AIPUHIN JBUI0 pUe AJUpIy
e ——— — -—— e m———— e —— i e— o
|
_ e e e m ~ i (881) soppeig
r - — - _ ———— e ..1H||.|I|II| _— - .|I.|||Iﬂ||ll.__
I i LR1)
A~ A ! 4 : A i CHeUDD 2P 4AYI0 pul SIuag
- - [, S [P . S




Fin ta eIl Layea B k! : ! |
R R ICHAYIE! | 6GR0°21/4°G17 0161 vd ‘Biydiapepud ‘009l 91NS ‘193105 190IC 181

YdOMN J0DUD AUl BRISADD §1I3IUED




The National Oncology PET Registry (NOPR)

NDF’Q

Ex BT e o

IWiPR Foarms ¥
Info For PET Faciiities ¥

In¥o For Refer-ing ¥
ohysisians

InFQ For Paniens
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MDAy ELEIUS Repont
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YWhat is the NOPR

NOPR Background
The hational Cncologic PET Registey {NOPR) was develgped in rasponse ta the [one-:
womvcoes proposal to expand coverage for positron emission tomography wiath F-18 fluo
include cancers and indications nat presently eliqible for Medicare reimbursement. Mag
these cancers can now be oblained if the patient’s referning physician and the provider
registry to assess the impact of PET on cancer patient management. The NCPR is imgpl
CMS, The NOPR is sponsored by the 4oater, fYiicoo 27 =33 -2 and managad by the
through the Zme-ien Tooeze (F Sziings 72

S Bl

Thie NOPR received input from, and is endorsed by the ACR, the i~z Do

T e e oA

—vxy‘ R Wem e

NOPR Status Update
The NOPR began accepting facility registraticns in late November 2005 and patient rog
2006,

How to Register as a Participating Site
Any PET facility that is approved to bill CMS for either techmical or global charges can .
NOFR. Sites are not required to have ACR or ICANL accreditation to parhmpate Intaere

via the Z=7 .0 fezaranns tnoren tha HOPR Web site, oww JerrevT7es The fa
Faciity Pre-Registration and Registration Forms onlina through the ¢
Registration process the facility must send an executed ACR -Fol T

Headquarters al 1518 Market Street, Philadelphia, PA 15103, The ACR HIPAA BAA 15 a
site under Sample Forms. NOPR will assign a facility 1D number and send an inveica fc
[$50) and the escrow account (2mount determined by the faclity).

How to Register as a Participating Site

Ay PET facihty that is approved to bill CMS for either terhmcal or glubal eharges can,
MOFR. Sites are not required to have ACR or ICANL accreditation to participate. Intere
via the fz-i1, ®2e 2007 tool on the NOPR Web site, ww. Taorari Teer arey oo, ibve f2
Faciity Pre- Qegnstranon and Registration Forms online through t.le Lt

the Registration process the facility must send an executed ACR

Headquarters at 1818 Market Street, Philadelphia, PA 19103, The HCQ HIFAA BAA IS 2
<ite ender Sample Forms. NOPR will assign a facility 10 number and send an myoice fc
{350} and the escrow account (amount determined by the facility).

Patient Eligibility

Medicare beneficianes who are referred for 2ET for essentally aif encglogic indications
reimbursable under Medicare are eiigible to particpate in the NOPR. The -
indications that wiil be accepled in the Registry.

PET Facility Responsibilities
The PET facility is responsible for collecting and entering pzbient data ko the Regiatry
applicaticn at www.CancerPrTregistry.org. Below is a drief summary of the data collec

u VWhen a patient eligible far entry nto the HHOPR presents at the PET facility, the
referring physician and cbtzing confirmation that the referring physician will su
data requirements.

a The facility registers the patient on the HOPR via a Web form, at which time a
assigned.

@ The SOPR will e-mail confirmation to the PET faci:ty and at the same time o-n
form to the PET feciity for dalivery to the referring physician,

frorhat kit
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The National Oncology PET Registry (NOPR) © Page 2of 3

The referring physician must complete and return the fop--t7 --— 1o the PETf
must enter the Pre-PET Form irnio the NOPR databasa .J»/ r‘mdmnht of the dav o
At some time before the PET study, or when the satient arrives far the PET sca
provide the patient with the ACR IRB-appraved standard NOPR Patiert Informa
the ROPR Web site. The patient will ba able to contact the KOPR directly for me
The patient will indicate bis or her consent verbally to staff at the PET facility, «
study of within two working days after the PET study s completed. Written con
PET facility wiil note in the database and an the PET Report Form, if the patient
for use of his or her data in future NOPR research,

After the PET scan is performed, the PET faci'ity sends the PET report to the red
study completion date into 2 Web form, and submuts the report ext clectronica
Note that the PET scan must be completed and the PET Scan Completicn Form
database within 14 days of case registration or the case will be marked as ineii
After the PET Scan Report Form is enterad, the database well send the PET facl
5T fo-— for delivery 1o tThe referring physican. Thes form vl also include an A
Physician Informaticn Sheet. The physician will indicate on the Post-PET Form s
the response data mn future NOPR research has heen given or w:thheld. All data
dataset used by NOPR investigators for research witl contarn only the data of o
both have censented to have the data included. This form must ba completed,
and entered into the NCPR database within 30 days of the PET scan.

Referring Physician’s Responsibilities
The patient’s referring physician must agree to complete pre- and post-PET data cotlae
approximately 5 questions regarding the patient’s plarred managomaent.

The Pre-PET Form must be comp'-ﬂtcd b; the referming physician and returnaed t
patient’s PET scan. A blank 77777 7o~ ¢can be downloaded from the NOPR WWe
facrity at the time of pat: ent referral af the form s not submrtted with the refe
will be e-marled to the PET facility for delivery to the referring physician. The P
to the FET facility via, FAX, mall, cr hand delivery.

After the PET s parformed a patient-specific “ore-087 To-~wll] be e-mailed to tl
the referring physician for completion within 30 days. Thus form will also includ
Referring Physicran Informeaton Shect. The physician will indicate on the Post-f
for use of the respanse datain future NCPR research Ras been given or withhe
CMS, but the dataset used by NCPR invastigaters for research will contain only
ohysicians when both have consented to have the data included. This form can
faciity wvia FAX, mail, or hand delivery.

The case s eligible for CHMS reimbursemnent only (f the Pra-PET Form s cocmplfeted and
prier to the PET scan and the Post-PET Form s compieted and returned within 20 days

How to Obtain Medicare Reimbursement

The NCPR dalabase wiil notify the PET facilily when 3!l case data bave been ertered. 1
CMS for the study, The PET facility can check on the case status of therr patierts at ar

teols availlakle on the HWOPR Web sre.

Sponsored by;
m Acadermy of Molecular Tmaging
Endorsed by:

a Amercan Coilega of Radiclogy
8 Amarican Socicty of Clinical Oncclogy
a Sociely Tor Nuclear Medicire

Managed by:

o Armerican College of Rad ology

s American College of Radilogy linaging WNetwork

Advisor:

http:www.cancerpetregistry.org.what.htm
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e Centers for Med care & Medicand Services
NOPR Working Group

m Chair:
o RBruce Hilner, M0,
Vvirginia Commanwealth LUniv,,
{804) 828-512%

o s lmse e Y=

» Co-Chair:
< Barry Siegel, M0,
Washington University,
{314} 362-2809
3 R Edward Colernan, MO,
Duke University,
(919) 6B4-7244
G Anthony Shivids, MDD,
Wayne State University,
{313) 576-8735
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1818 Market Street, Suite 1600, Philadeiphia, PA 19133 |
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Proposcd 2008 State Medical Facilities PPlan

Public Hearing - Aungust [, 2007
Medieal Fac ifgpy.

3 . . " N : " p'!'“'“\ﬁ SECIA
Public Hearing Comments on Behalf of Forsyvth Medical Center

Wallace C. Hollowell, 111

Good alternoon. My name is Chuck Hollowell, T am an attorney with the law finm
Nelson Mullins Riley & Scarborough, LLP. T am speaking woday on belalt of Forsyth
Moedicat Center.

lForsyth Medical Center submitted a comment on the Proposed 2008 State Medical
Facorhties Plan ("SMIFP™) ar the July 20, 2007 public hearing.

Today's remarks are made in support of this comment by Forsvith Medical Center.

The Proposed 2008 SMEP currently shows a need tor one additional fixed PET scanner
in HSA H. where Forsyth Medical Center s located.

This need determimation s based on o methodology that sets capacity for a fixed PET
scanner at 2,600 procedures per year. A need for an additional PET scanner is
recognized when an existing hixed PET scanner s utilized at or above 809 of this
capacity - or 2,080 procedures per vear,

The need set forth in the Proposed 2008 SMIFP was generated as a result of Forsyvth
Medical Center’s unlization of its existing PET scanner, which was at approximately
93% of capacity.

There is some concern that there nray be an attempt to change the methodology for
projecting the need tor fixed PET scanners at this late date in the development of the
2008 SMI-P.

As far as Forsyth Medical Center s aware, no formal petition has been subnitted to the
SHCC to make such a change.

Instead, Dr. Edward Coleman from Duke University Medical Center submitted a tetter
in May to Mr. Elking in the Planning Section suggesting that the need for an addinional
PET scanner should be recognized when an existing fixed PET scanner is performing
2,500 procedures per year - as opposed o 2,080 procedures as set forth in the
Proposed 2008 SMIP.

Based on this detter, there was discussion at the May 16 mieeting of the SHC(C's
Technology and Lquipment Committee that this threshold should be raised.
Subsequently, a "PET Scanner Discussion Group Meeting™ has heen sceheduled for
August 15, 2007,

Forsyth Medical Center is coneerned that there may be an attempt (o change the need
nicthodology tor PET scanners atter the public hearing process for the Proposed 2008
SMI-P has ended.

Forsyth Medical Center believes this would be improper.

The 2007 SMIP sets forth very clear procedures governing petitions to change the
SMEP’s need miethodologies. The 2007 SMEP states that any petitions proposing a




revision to the need methodolegies maost be submitted to the Plannimg stalf as carly n
the vear as possible, and no later than March 7. 2007 10 states that these 1ypes of
changes will need 10 be considered in the first four months of the calendar year as the
Proposed SMEP ix being developed.

o Thus, the 2007 SMIFP makes it very clear that any proposal to change a need
methodology i the SMIFP. must be submitted carly in the vear, so that it can he
considered during the first four months of the vear. This allows such tundamental
changes to be tully considered by the SHOC and incorporated into the Proposed SMEP,
which is then made available for review and comment in a timely manner. This allows
such fundamental changes o be considered as part of the public hearing process that as
taking place at this time,

e Inthe notice from the Department of Health and Human Services regarding the public
hearing process, it states: “The hearings provide the public an opportunity to commet
on all aspects of the proposed plan.”™

e  Mr. Fitzgerald is quoted as saying: " Publhc comment ix a critical part of the process
that shapes and fine-tunes the State Plan.”

o If such i fundamental change in a need methodology is not proposed or considered until
afier the public hearing process has ended. then this deprives the pubhic of the
opportunity to comment on such changes.

e It would be directly contrary with the procedures governing the development of the
anmal SMEP o first consider a proposal atiecting a need methodology at an August i5
*PET Discussion Group Meeting ™ that takes place after the final public hearing on
Aupust 1.

e Such a change can only be properly considered as part of the preparation of the 2009
SMEP next year.

e If the need methedology for PET is changed at this time. this would hkely chminate the
need deternnnation in the 2008 SMEP for an additional fixed PET scanner in HISA 1L

e However, there are numerous reasons why this would not be appropriate.

e These issues are discussed in detail in the written comments that Forsyth Medical

Center previously submitted regarding this issue at the July 20 public hearing in

Crreenshoro.

To highlhight just a4 few of these reasons:

Table YK in the Proposed 2008 SMEP shows that Forsyth Medical Center ranks

Sirse out of 22 facilivies in the State with PET scanners in terms of PET scanner

utilization, with utilization at approximately 93% of capacity.

* The Proposed 2008 SMFP recognizes that “the chinieal use of PET scanmng is
increasing rapidly. and the new applications involve the diagnosis of cancer:”

« It appears likely that other PET codes will be added for reimbursement. such as
those for cancer treatment monitoring and re-staging of cancer recurrence: and

« Table 9G in the Proposed 2008 SMIFP shows that Forsyth Medical Center ranks

second out of 64 facilitics in the State providing radiation oncology service n

the number of procedures performed.

SR U]




Thus. FForsyth Medieal Center currently has the highest utthizaton of ats existing P21
scanner ot any scanner i the State, and this utilization 1s only expected (o mnerease
given the Forsvith Medical Center's robust cancer treatment prograny and the increasing
number of cancer-related PET applications

IFor these reasons, as well as those set forth i the nuaterials previously submitted by
Forsyth Medical Center, we respectiully request that the SHOC not take any action to
chunge the need methodology for PET at this Tate date i the development of the 2008
SMIP.

Anv such changes shoukd only be made pursuant to the clear process set forth m the
SMEP, which allows tor all of these issues to be fully considered during the
development of the Proposed SMEP, including as part of the public hearing process.
Thank vou.

ETY R AL I




DFS Healrdy Planning

| RECEIVED
F@ MEDICAL CENTER -
| 202007

Braft SMFEP 08 Public flearing

Friday. July 20, 2007
Greensboro, NC
PET Comment by Forsvth Medical Center

Medical Facilizies
Planwing Secrion

Summary of Speaker Remarks in Support of the FMC
PET Comment In Support of the Need for One New PET Scanner in
HSA I in the Proposed 08 State Medical Facilities Plan

Comments from Vito Basile, M.D.
Medical Dircetor of Radiolopy
Forsyth Mcdical Center, Winston-Salem, NC
And
Board-Certified Radiologist, Forsyth Radiclogical Associates

Talked about his previous PET experience at an academiv institution, swhen he was i training
at the Cleveland Clinic and PET diagnostics were just in the research stage and notin very
widespread use outside the academic setting

‘Today. as a body imager who specializes in CT, he really appreciates the value-added
diagnostic capabilities that PET offers, bevond what CT diagnostics can provide

The utility of PET has allowed us 10 really change the way patients are managed: Dr. Basile
has scen this firsthand from his active participation with the Forsyth Regional Cancer
Center’s regular Tumor Board Conferences where experts in surgery. radaton therapy.
pulmonologs . hematologs7oncology. etc. tncorporate PET diagnostic information into
dtagnosis and treatment planning for cancer patients; the PET diagnostic information i1s have
a beneficial impact on the management of the care and treatment of these patients

Many of our current PET scanner patients are cancer patients, who are often fragtle and in a
compromised state of health. Thus, late evening PET diagnostic appointments are not alway's
optimal for them or their carcgivers or transportation providers

Dr. Basile 1s confident that the PET 1echnology and diagnostics are here 10 stay and will
prove themselves useful in the diagnosis and treatiment of niany other disease processes and
illnesses involving neurology. cardiac. orthopedics, infectious disease

FMC has not vet begun to utilize the scanner for its widest referral base — our current patient
load is primarily for oncology and does not yet include cardiology or neurology patients.

Comments from Carmine Plott, Ph.D., CHP
Radiation Safety Officer
Fors¥th Medical Center, Winston-Salem, NC

My first job after graduate school was at the University of Tennessee Medical Center at
Knoxville and we advertised ourselves as the first clinical PET site in the country. Up to that
point, all PET centers were purely research-oriented. 'm proud that I have worked in PET
for 20 vears and have scen it expand from a rescarch modality to a clinically viable modality
that is now the standard of care for oncology patients.

I don’t understand the requirement for PET centers 1o operate 72 hours per week while CT
and MRI operate only 66 hours per week. Perhaps this is due to the time required fora PET




exam which is about 2-1/2 hours. After the patient is injected with the radiopharmaccutical,
the patient waits 60 to 90 minutes for the radioactivity to circulate throughout the body. The
scan fotlows and takes up 1o 30 minutes.

We rely on a regional radiopharmacy to provide us the FIDG. Fluorine-18 is used to make
IF-DG and the half-life is only 110 minutes. We are required to work more hours in PLT (than
CT or MRE), vet we utilize a material with a very short half-life that is cyelotron produced. It
iy caser to get doses during normal working hours (8 AM to 5 PM) than it is to get doses late
in the day (5 PM to |1 PM). Although the vendor is accommodating. we don’thave a
limitless supply of FDG,

We have a good working relationship with the regional FDG vendor and we are confident
that they would work with us to increase the amount of FDG provided if FMC were to geta
sceond PET scanner: this vendor already works well with us to get early evening doses of
FIDCi for our PET scans that occur after 5 p.m.

The current hours of operation for the FMC PET/CT scanner are 6:30 a.m. 10 11:00 p.m.,
Monday  Friday (or over 75 hours per week)

Comments from Mr. Devi Mecum, RT(RYCY)
Radiology Clinical Manager
Forsvth Medical Center, Winton-Salem, NC

As a manager. [ serve several customers: the radiologist, the refernng physician, and maost
importantly, the patient. 1 must also comply with all applicable regulations to ensure the
safety of the patient and the emplovee,

It s my job 10: (a) ensure that the diagnostic images are excellent: (b) to communicate the
diagnostic PE'T information to the FMC Cancer Center as efficienthy and effectively as
possible: (<) to ensure the safety of the patients and the staff that handle and come in contact
with the radionctive radiopharmaceuticat that is part of the PET diagnostic study; {(d) to help
manage capacily, throughput, and access to the PET seanner; and (¢) to be certain that PET
diagnoestics are avalable to referring physicians who care for cancer patients ay well as other
referring phvsicians

Because of demand, [ must exercise “creative scheduling”™ to accommodate up to 18 patients
per day on the single FMC PET/CT scanser.

The mdications for which Medicare (and thus other pavors) will reimburse PET scans 1s
continuing to expand and [ believe this trend will continue based on the work of the National
Oncologic PET Registry (NOPR)

Private insurance providers generally follow Medicare with regard to PET reimbursement.
CMS currently reimburses for onty 9 cancers. But the National Oncologic PET Registry is a

prirse example of Medicare’s interest in PET. Once Registry data are collected and analvzed,

CMS will likely expand its list to include even more indications - so [ expected that the

PET/CT scanner at FMC will be flooded with even more requests for PET diagnostic studies.

We need a second scanner to accommodate the needs of our patients, their referring
physicians, and the familics.

b




Comments from Sharon Murphy, Executive Director
Derrick L. Davis Forsyth Regienal Cancer Center
Forsvth Medical Center, Winston-Salem, NC

®  Qur cancer center at FMC has served. according to the NC Cancer Registryv, over 3.000
newly diagnosed cancer patients in recent years

*  The group of cancer physician experts associated with our cancer center includes: 11
medical-oncologists, 5 radiation oncologists. 4 gyn oncologists. and 20

o Thc medical oncologists offer local aceess to cancer care in satellite offices located in
towns of Winston-Salem. Kemersville, Lexington, Mt Airy. Statesville, Flkin, and
Wilkesboro located in five Triad Region counties (Forsyth, Davidson, fredell, Surry, and
Wilkes)

s The patient base that we care for at the Forsyth Regional Cancer Center continues to
grow and PET diagnostic information is now incorporated as part of our standard of care

e The PET Diagnostic information is part of the case presentations at our multi-disciplinary
Tumor Board presentations: PLT diagnostie information helps us plan for the most
effective treatment and increases survivability

* Toaccommodate this growth our Cancer Center and the adjacent Hematologist-
Oncologist Medical Office building ts now under expansion, which will add 10-15.000
SF of treatment and support space 1o better serve our patients, famities, and physicians

File: PETForsvthCommenisOSSMEPPubliclirGhoroBasile PlottMecumMurphy: 07 20 07 doc
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PETITION

TO: Medical Facilities Planning Section
Division of Facility Services Dry
701 Barbour Drive g

2714 Mail Service Center
Raleigh, NC 27699-2714

PETITIONER: Shirley Silva
Alliance Imaging Inc. Mean,, Faup
2428 Belle Terre Drive Wirg, 5-&_””’*
Statesville, NC 28625-4331 O

DATE: July 24, 2007

RE: Petition for Adjusted Need Determination Related to Mobile MRI
Scanners

I introduction

Earlier in 2007, Alliance imaging petitioned for a change in Chapter 9 of the Proposed 2008
State Medical Facilities Plan to include the following statement:

“There is no need for any additional mobile magnetic resonance imaging scanners
anywhere in the State "

The State Health Coordinating Council denied the earilier petition based on two factors:
+ There may still be places where an applicant can demonstrate a need for mobile MRI
to improve patient access
* Mobile PET and mobile cardiac catheterization units are more specialized and
expensive as compared to mobile MRI. Therefore, it is appropriate for the Plan to
state that noc need exists for additional mobile PET and mobile cardiac
catheterization units but not make a similar statement regarding mobile MRI.

Alliance Imaging respectfully requests that the State Health Coordinating Council reconsider this
petition based on updated MRI utilization and mobile MRI inventory data.

. Rationale for the Proposed Changes

Alliance Imaging offers the following updated information regarding the fixed and mobile MRI
inventory and projected future needs for MR} procedures:

A. Growth in MRl Demand Has Leveled Off

The Proposed 2008 Plan shows that 785,445 total MRI procedures were performed in 2005-06
which represents a 65,998 or 9 percent increase over the previous year. The 2007 Plan shows
that the previous reporting period 2004-05 had an increase of 65,548 procedures (or
approximately 10 percent) over the previous year. These statistics show that growth in MRI
demand has leveled off. The following table shows the volumes, inventory and need
determinations for the proposed Plan and the previous two years.




Volumes and Inventory Need Determinations
Annuat Volume  Fixed Equiv Standard Breasl Extremty  Mulb-Posilon Other Towal
Previous Yt Total Fixed MRl MR MRI MRI MR MRIs
2008 Proposed  785.445 25175 11 0 0 4 0 15
2007 Plan 719 447 237 36 7 0 0 0 0 7
2006 Plan 653,899 222 4% 6 1 1 0 0 8

The 2008 Proposed Plan includes 11 need determinations for fixed MRIs based on the standard
methodology plus an adjusted need determination for 4 multi-position MRI scanners.  The total
number of MRI need determinations is substantially larger than the two previous years’. The
maximum capacity of these additional 15 scanners is calculated as follows:

15 MR! units x 6,864 MRI procedures = 102,960 procedures annual capacity

(The 6.864 annual procedures is based on the MRI methodology assuming 100 percent
utilization.)

The MR capacity that is being added in 2008 totals 102,960 and far exceeds the actual annual
growth of approximately 66,000 MRI procedures that has occurred for each of the two previous

years. This means that the proposed additional MRI scanners will probably take volume away
from existing mobile units in specific markets.

B. Multi-Position MRI Scanners Can Not Be Installed in Mobile Units

Alliance Imaging has researched multi-position MRI scanners as described by Axiom and
confirmed that these machines can not be installed in a mobile unit. Therefore mobile MR

scanners are not a legitimate seftlement option to resolve any CON appeals for competitive
reviews of multi-position MRI units.

C. The Actual Number of Currently Underutilized Mobile MR! Scanners Should Be
Examined

The higher cost and complexity of mobile PET and mobile cardiac catheterization units are
certainly legitimate reasons to make the statement in the Plan that no need exists for these
units. In totai there are far fewer of these types of units as compared to mobile MRI scanners.

The Medical Facilities Planning Section has the data available to determine the number of
mobile MRI scanners that were underutized during the previous year. This information is
directly relevant to cost effectiveness and would be helpful to evaluate all mobile technologies.

D. Multipie Approved Mobile MRI Scanners Have Not Been Implemented
CON-approved mobile MR scanners that are pending implementation include:

Frye Memorial Hospital was approved for a mobile unit on July 15, 2005 (# E-7058-04). No

volumes have been reported for this scanner and no progress reports have been received
by the CON Section

Alamance Regional Medical Center was CON approved for a mobile unit in November,

2004 Based on the 2007 Mobile MRI Inventory forms this scanner has not been
implemented.




Waccamaw Ultrasound & Diagnostic, Inc. d/b/a Waccamaw Imaging (Columbus County)

was 1ssued a CON for a mobile MRI| scanner effective November 27, 2008; no 2007 mobile
MRI inventory form was submitted.

Raleigh Orthopaedic Clinic (Wake County)} and Orthopaedic Specialists of the Carolinas

{Forsyth County) both obtained CON approval in 2007 to acquire mobile MRI scanners.
These units are not yet operational.

The MRI methodology (Table 90} estimated “fixed equivalent MRI units™ that are assigned to
the above mobile MRI scanners; these numbers are only estimates of their future capacity
based on the number of days per week assigned to the prospective host sites. Since the “fixed

equivalent MR! units” data is speculative, as more mobile MRI scanners become CON approved
but not operational, the MR| methodology becomes more unreliable.

il. Requested Changes

Alliance Imaging petitions for a change in Chapter 9 of the 2008 State Medical Facilities Plan to
include the following statement:

“There is no need for any additional mobile magnetic resonance imaging scanners
anywhere in the State "

The requested change is based on the updated utilization and inventory data combined with the
abundance of fixed MRI need determinations plus the special need determinations for multi-
position MRI scanners.

Iv. Adverse Effects if the Changes Are Not Made

The following adverse effects are predicted if the proposed change is not adopted.

« Utilization of the existing mobile MR1 scanners statewide will be compromised by the
added capacity of recently approved mobile MRI units, plus the abundance of fixed MRI
need determinations. Unnecessary duplication of services will result.

e The calculations of “MR/ fixed equivalent magnets™ will be distorted with even more
mobile MR! scanners in the pipeline.

» Mobile MRI sites will be reshuffled, meaning legal chaiienges will likely occur related to
declaratory rulings to add or change those host sites.

» CON applicants in competitive reviews and subsequent appeals may continue to seek
mobile MRI! units through settlement agreements.




V. Alternatives That Were Considered But Are Not Feasible

Two alternatives that were considered are outiined:

Developing a specific need methodology for mobile MRI scanners 15 not a feasible alternative
because this strategy was previously pursued by Aliance Imaging in the development of the
2003 State Medical Facilittes Plan. The previously proposed mobile MRl methodology
demonstrated the need for additional mobile MRI scanners and the 2003 SMFP included need
determinations for two additional mobile MRI scanners. However, the need methodology that
was used to calculate this need was not adopted in the 2003 Plan. Therefore, Alliance Imaging
concludes that the Medical Facilities Planning Section is not receptive to a specific need
methodology for mobile MRI scanners.

Alllance considered petitioning for an adjusted need determination for only one additional mobile
MRI scanner that would be deployed to provide service to new sites in any counties that
currently have no mobile MRI host sites or fixed MR! scanners. This scenario could potentially
create the opportunity for providers to put forth their best efforts to expand service to rural
underserved populations. However, Alliance observed that most of the counties that iack
mobile MRI host sites do not have sufficient refernng physicians to maintain even one day per
week service. Also, the mobile MRI inventory data shows multiple providers with underutilized

mobile scanners throughout the state. Therefore no need exists for even one additional mobile
MRI scanner at this time.

Vi, Evidence That the Proposed Change Will Not Result in Unnecessary Duplication
of Health Resources

The proposed change will add no need determinations and will reduce the unnecessary
duplication of mobile MR! scanners. Existing mobile and fixed MRI providers with underutilized

equipment need a respite from the backlog of previously approved mobile units plus the surge in
new MRI need determinations.

VIL Conclusion

There are at least five CON-approved mobile MRI scanners that are now pending
implementation. Aiso there are numerous mobile MRI scanners that performed less than 3,328
unweighted procedures (mobile MR! performance standards 10A NCAC 14C .2703(a) (1) and

{2)). Also consider that mobile MR! scanners certainly have the capacity to perform far more
than 3,328 annual unweighted procedures.

No need for additional mobile MRI scanners exists as demonstrated by:
» recent MRI utilization data demonstrating that growth in MRl demand has leveled off
» the number of previously approved mobile scanners that are pending
+ the abundance of need determinations for fixed MR{ and multi-position $canners

Alliance Imaging Inc. requests that the Proposed 2008 Plan include a statement that no need for
additional mobile MR! scanners exists anywhere in the State.
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PETITION FOR AN ADJUSTED NEED DETERMINATION FOR
ONE FIXED MRISCANNER FOR ASHE COUNTY IN THE 2008 SMFP

Petitioner:

Ashe Memorial Hospital
200 Hospital Avenue
Jetferson, North Caroling 28640

R.1D. Williams, Chiel Exccutive Officer

(336) 8ih-7101

To:

NMedical Facilities Planning, Section
Divicion ot Health Service Regulation
27T Mol Service Cenler

Raleish, NC 27699-2711

Requested Change:

Ashe Memorial Hospital (ANE) seeks to provide increased access to tised MR

services for residents of Ashe Countv and petitions for an adjusted need

determination for one tined MEI <canner for A<he Countyv in the 2008 SNEP

There are a number ot reasons that justitv an adjusted need determination:

e uce to limited mobile access, the hospital is sometimes unable to meet the

diagnostic imaging needs of its inpatients and must transfer them to

another facility located inanother county, further from their home,

o Ashe County has a very high percent of pattent emigration sceking,

avatlable MR cervices outside the county,



Ashe Memorial Hospital
SHCC Petition for Adjusted Need Determmation

Fhe relativels Tow MRTuse rate in Ashe County is indicativ e of a Lack of
aceess to services and of the need tor imnereased aceess via a full-time tived
MRI scanner at the hospital.

*  Given the limited access to mobile MRIservices and the inability to
increase mobile availability, itis virtually impossible tor AN to
experience the prowth necessary to triggzer o tixed MRI need
determimation using the standard methodology,

o Ashe County has never had a need determination for a tined MR scanner.

o Thelack of a need determination for a fined MR scanner in Ashe County
has negative cost imphcations for patients and providers

¢ Mobile MRI services are not the most eftective option trom an operational

ar patient perspective,

Approval of this petition will enable AMH to subnut a Certiticate ot Need
application to install the first fixed MREscanner in Ashe County.

1The detaiivd rationale 1= Jdescribed belovw

Reasons Supporting Requested Change:
Mobile MRI Access

AMEL s not-tor-protit hospital Tecated in the Blue Ridge Mountains, in the
northwestern corner of North Carolina, AN 1< g rural hospital that has a
remarkably sophisticated level of cares Recently, AN had the honor of being,
selected the 2006/ 2007 Outstanding, Rural THealth Organization ot The Year.

AMH began oftering MRIservices over T vears agon As the size of the Medical
Staft increased and as patient care protocols trended to regularly utihize
diagnostic MRI AN responded by contracting with a mobile MRI provider to
abtain muobile MRI services. Thiswas the first otfering of NREservices in Ashe
Countv and immediately benetited patients, Historicallv, local residents have
demonstrated anincreasing demand tor MRIEservices by increasing NMRI

utilization cach vear.

Currently, AN s mobile MREservice is available onlv two davs tSunday and
Wednesdav) ecach week. Duc to steadilv increasing volumes and the increase in
medical practice patterns that utilize MRIas a common diagnostic measure,
AMIT has requested additional mobife dave fromn its mobile provider. However,
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the mobile vendor has been unable to expand its service to AN due to
commitments clsewhere on their routes,

Additionallv, as an acute care provider with a busy Emergency Department,
AME pecdsto have MRIservices available 24/7 for inpatients and emergencey
cases. Due to lack of availability of 1ts mobile scanner, the hospital sometimes i<
unable to meet the diagnostic imaging needs of some of its inpatients and must
transter them to another facility. Consequently, in 2006, Ashe performed oniyv 75
mpatient NMRI procedures compared to 97 inpatient MR procedures in 2005, I
Tact, last vear, AN had to transter ten inpationts to an alternate tacilitv because
the mobile MRI scanner was not on-site. Transferring inpatients out of the
hospital because of unavailabilitv of o timely MR scan is a ditficult pill to
swallow for a small rural hospital, and 1s costhvy and inconvenient for the patient

and their tanuly,

Based on the Proposed 2008 SMED data, AN is 262 weighted MRI scans (484
umweighted MRIscans) awav trom triggering a need determination tor a tixed
MR scanner, However, given the limited access to mobile MRI services and the
inability to mcrease mebile avatlability, it is extremely ditticult for AN to
experience the J0% growth necessary to trigger a fined MRI need determination.
As mentioned previously, due tolack of availability of it mobile scanner, ANH
perfermed onhy T anpatient MRI procedures in 2000 compared to 97 inpaticnt
MR procedures in 2005,

A stated previoushe, ANMELprovides mobile MRTservices Sunday and
Wednesdayv cachhweeks While AN s pratetul to have this access, providing,
maobile MREservices on Sundavais less thanideal, Inaddition to waiting several
dave to schedule an exam (there is a 10 dav wait for an open MRIappointiment as
of August ), patients in the rural South are reluctant to schedule MRT scans on
Sundavs: theretore, many patients choose to seek alternative, more convenient
MR servicves outside the county. Consequently, AMH's annualized FY2007
utihization (based on October 2006-Tune 2007 data) is projected to decrease by
nearlv 1o,

In summary, despite the best etforts of AN to improve MRIavailability, the
current mobile MR service i< msuatficient to mect the needs of AN and of Ashe
County residentss The mited MRT access, and inconveniont dave of availability
are not cendudive to enabling ANMH to increase its MREvolume, and thereby
trrgger need for afined MRIscanner via the standard SMEP methodology. Ttis
very dear that Ashe County merits an adjusted need determination in

recositton of these unigque arcumstances,

Caa
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MRI Emigration

Residents of Ashe County are utilizing MRI services, as they and their physicians
recognize the benetits ot this powertul diagnostic imaging, mudaht\ However,
cach vear an increasing number of local patients are forced to travel out of
county for MREservices because they are not readily available locallv,

AMH, the only hospital in Ashe County, is located in the heart of the Blue Ridge
Mountains, The closest fined MRI provider is located nearly 40 minutes S awav in
Boone, According to patient origin information provided b\ the I)n 180N ot

Health Service Regulation (DHSR) Planning Section, in 2006, over T3% of Ashe
County MRI patients travel to Watauga County for MRI services because they
are not available on a full-time basis locally. Tt is important to consider this
statistic from an individual perspective to appreciate the sigrnuticance. As the
tollowing table summarizes, during the past four vears nearly 3,000 Ashe County
residents have had to travel to Watauga County for MRI services,

Ashe County MRI Emigration

A | Ashe County Patients T

‘ Total Ashe County Traveling to Watauga % Emigration to
" Year MRI| Patients B Lounty | Watauga County
2003 693 ._ 49 | 71.6%

. 2004 | 947, 833 eesn

| 2005 1 993 T o 65.6%
2006 | 1,508 1,106 | 73.3%

Source: KK 2006 MRI Patient Origin Repott prov ldL‘d by DHSR Planmnp Section

Please note that in 2006, 1,106 patients traveled to Watauga County for fined MR]
services. This number nearly doubled from the previous vear. Thisissimplyv not
acceptable. B unreasonable to expect that residents of Ache C ounty should
have to trasvel so far outside their own county to obtain time v access to MR
services, Fven tor a rural mountainous community. MRIis considered a
mamstream diagnostic imaging service, and thus should be available locallv ona
full-tme basis, In 2007, there is no sood reasen why North Caroling residents
should travel to a medical center Tocated 40 minutes aw av in another county,
Furthermore, this is not consistent swith the State’s basic health planning
principles of oxpainding access (o services, and ot promoting cost-eftective

(g

approaches,

There are negative implications associated with Jeavi g, Ashe County for MRI
servives. Patiepts mav experience increased costs associated with travel and time
spentaway trem works Ashe County residents are, on average older than
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residents of North Carolina. According to North Carelina demographic
estimates, in 2007 approximately 19% of Ashe County residents are 65 and older
compared to only 12% in the State!. This is important to consider because of the
need to provide adequate access to fixed MRI services for medically
underserved, i.e. Medicare and Medicaid, Patients may also experience delavs
obtaining diagnoses. It is inconvenient from a patient perspective to travel out of
the county for MRI services that could be expanded locally.  Emigration will
simply continue if Ashe County fails to implement full-time fixed MRI services
amidst its aged population and growing MRI utilization.

Geography

The geographv of the region that AMH serves makes it important for the hospital
to obtain a full-time fixed MRI scanner. The image below illustrates that the
terrain is very mountainous between Ashe and Watauga counties.

Mountainous Ashe County
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Consequently, when the mobile MRI scanner 1s not on-site at ANEL a patient
trom Ashe County in need of MR services must experience long, travel times to
receive an MR scan. Winter sweather can create dangerous driving conditions,
making it even more ditficult to travel to a distant county. Many ot the roads in
and surrounding, Ashe County are small, two-lane roads that can become 1cy or
hazardous during inclement weather, inan emergency, it mav not alwavs be
possible for a patient to be immediately transterred to another tacility for MRI
services when the mobile scanner is not on-site at AMIL For these reasons, Ashe
County residents need an adjusted need determination <o that a fised MR]
scanner can be mstalled at ANH.

[he geography of Ashe County can also have a direct impact on ANH < ability to
provide mobile MRIservices: In 2006, AMH experienced at least three or four
davs when the mobile MR scanner could not travel to the hospital because
winter weather conditions, e.g. snow and ice. This is significant when
considering the tact that the mobile MR scanner is only scheduled on site for 104
davs per vear. Further, 2006 was constdered a mild winter; there have been
previons winters svhen AMH has lost several more davs of mobile MR access
because of treacherous driving conditions.

In the recent past. the SHOC has determined that hospitals located in
mountainots reglons udeed have special circumstances that may justity an
adjusted need determination for a tised MR scanner. For example, in 2004,
Flighlands-Cashiers Hospital submitted a petition tor an adjusted need
determination based onits inability to obtain moebile MR services for residents
of NMacon Countyv. Similariy, AN, on behalt of Ashe County residents, now
sevhs an adjusted need determination based on related circuimstances,

MRI Use Rate

Increased AR capabilities have changed the diagnostic approaches to many
inesses and disease states. NRIis the imaging, modality of chorce for anincreasing
number of conditions that local phyaicians see cach dave As a result, MRI utilization
rates are trending upward nationally, in North Caroling, and despite the limited
access, in Ashe County aswells Please see the table below summarizing recent
North Caroling utihzation rates,

{r
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North Carolina MRI Utilization Rate History

__'_feir  state Population Number of Procedures [ Use Rate/1000 [Percent Change
2001 8,219,494 485,808 59.10 -
2002 | 8336829 | 543635 | 6521 | 10.3% |
2003 | 8.417.25 . 092888 | 7044 | 8.0%
2004 | 8,562,210 | 653504 | 76.32 8.4

2005 | 8,663,674 719,447 83.04 _ B7%
2006 8,860,341 785,445 ~ BB.65 6.8%

MRI volume data from State Medical Facilities Plans
Totals may not foot due to rounding.

As noted in the table above, in FY2006 the North Carolina MRI use rate swas 88.65
(per LUOU population). Based on population data and MRI patient origin data
provided by the DHSR Medical Facilities Planning Section, Ashe County has
experienced an MR use rate significantiv iower than that of the State.

[0 Y2006, Ashe County’s NIRT use rate was 3830 (1,508/ (25,778 71,000), or 34",
befove the North Carolinag MRT use rate. Fhe Jow use rate in Ashe County is not
the result ot a Jack of teed tor Tocal tined NMRIservices: rather it is indicative of a
Lack of access toservices, and theretore of the need for mereased access to fixed
MERT scanners tor loval residents,

Ashe County has a loswer MR use rate compared to the State because the
existing. hmited mobile MRIservice cannot adequately accommodate current
demand for MR services in Ashe County, This is further supported by the
increasing number ob Ashe County restdents traveling out of county or MRJ
services. Thus, an additional fixed MRI scanner is needed in Ashe County.

SMEP MRI Need Determinations
Asostated previously, AMIT has provided MR services for over 14 vears. Since
the implementation of a MRIneed methodology in the 1999 SMNED there have
been over 100 mdividual need determinations for fived MRI scanners in North
Carolita. Howaever, none of these need determined tised MR scanner have been
awarded in Ashe County.

Fhe MREreed methodoelogy has been moditied three times in the sis yvears sinee
its incluston i the SNIEFPD Fweo of these moditications oecurred in the 2005 and
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2006 SMEP. In the Proposed 2008 SMEP, AMIT is 262 welghted MRIscans away
from triggrering a need determination for a fised MR scanner. AME supports
the SMED MRI need inethodology; however, based on the tact that in 2006 an
addittonal 455 Ashe County residents traveled to Watauga County for NMRI
services, itis virtuallv impossible for AMH to experience the volume growth (484

umveighted MRIscans) necessary to trigger o fined MRI need determination,

Adverse Effects on the Population of the Adjustment for a Dedicated
Breast MRI Scanner is Not Made

Should this petition not be granted. residents of Ashe County would have to
continue with the status quo. AMIH would continue providing the existing,
limited mobiie MRI sorvices, Ashe County patients requiring, MRI scans will
continue to tace lengthy wait times because the mobile MRI scanner i< only
avatlable on sunday and Wednesday cach week.

Fhe status quois not a cost eitective alternative. patients who need an NR]
scan mav incur an extended stav to have an MRI scan performed. This, inturn,
ncreases AMB < Jength of stav and cost of operations. A« AMI transitions
tonward Lo Critleal Access Status, AN .lhilit_\' to reduce Upt’l‘dtill;“ Costs i
vnlv reduce healtheare costs because the State retmburses Critical Access
hospitals based on cost rather than prospective pavment, Thus, an adjusted
need determination to include one fined MR scanner in Ashe € OUNY IS A cost
ctivctive alternative to the <status U

Maobile MREscanners provide a valuable service to North Caroling; however, it s
not the most cost elfective alternative for Ashe County pativnts. TTospitals and
freestanding tacilities that host mobile MR scanners experience higher costs due
to the fee that must be paid to the mobile provider tor cach MR scan. In Y2006,
AMEs total annual cost related toits mobile MRI service was SEAE, 700 Based
ot AMB S aecess two davs cach week, this equates to an average 54,218 cach dav
(2I3N700 104 mobile davs per vear), Unfortunately, these highor costs must be
transterred to the pdtirnth darnd pravors.

It an adpsted need determination is not eranted tor Ashe County, paticnits arwl
[ l

providers wili CAPUTTENCe INCTeased lh.]l‘?[\'&é and costs, respectively
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No Unuecessary Duplication of Services

Approving this petition will not result inanyv unnecessary duplication of services
in Ashe County. AMITis the onlv MRI provider in the county. As stated
previoushv, restdents of Ashe County do not have imelv and convenient aceess
to local fined MRIservices, Patients currentiy travel at Teast 40 minutes to
Watauga County tor tised MRIservices. Should AMH obtain a tived NMRI
seanner, 1t would discontinue its mobile NMRT service.

Conclusion

In summary, AMIT seeks an adjusted need determination in the 2008 SMET to
imclude one tixed MRI scanner tor Ashe County, based on the tollowing reasons:

» Ashe County has a high percent of patient emigration seeking MRI
services outside the county.

e The low use rate i Ashe County is indicative of a lack of access to services
ad of the need tor increased aceess toa tised MRD scanner.

e Due to Iimited mobile access, the hospital is sometimes unable to meet the
Jdiagnostic timaging needs of its impatients and must transter them to
another factlity,

o Grven the Bmited access to mobile MR services and the inability to
mcrease mobile availlability, it virtuallv impossible tor AN o
vhvperience the volume erowth necessary to trigeer a fised MR need
Jelermination.

»  Ashe County has never had o need deternimation tor a fived MR sconner.

o [he lack of a need determimation tor a tised MR scanner in Ashe County
has negative cost impheations tor patients and providers

e Nobile MRET services are not the muost etfective option from an operational
or Pdiil'lﬂ pv:‘apm'li\'u.
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200 Hospital Avenue, Suite 3 ¢ Jefferson, NC 28640
Telephone 336-846-7433 ¢ FAX 336-846-7878

Epwarp J, MitLER, M.D. | M. CHan BADGER, M.D.
Vickig F. INgLEDLE, M.D. Mroinpa D. Wonsick, M.D.
August 3, 2007
Mr. Tom Elkins

Medical Facilitics Planning Section
Division of Facility Services

701 Barbour Dnive

2714 Main Service Center

Raleigh, NC 27699-2714

Re:  Pettion for Adjusted MRI Need Determination for Ashe County by
Ashe Memonal Hospital, Inc.

Dear Mr. Elkins:

I am writing in support of Ashe Memorial Hospital's petition for an adjusted MRI nced
determination in Ashe County. As a physician that frequently utihzes MRI1 for evaluation and
diagnosis of many conditions and diseases, I fully support Ashe Memorial's petition for one MRI
scanner in Ashe County to be included in the 2008 State Medical Facihties Plan.

MRI capabilities have changed my diagnostic approach to many illnesses and disease states,
as | suspect they have for many of the physicians in the medical community. MRI scanning is oficn
the more superior imaging modality for an increasing number of disease states we see each diay.
But presently, my patients must wait several days to get an MRI scan in Ashe County. It is
essential for patients to have timely access to MRI services.

Ashe County is also experiencing increases in population growth and an increasing demand
for medical scrvices, especially MRI, In order for the local medical community to remun
responsive to patient care needs, it is vital that Ashe County have adequate resources to
accommodate demand.

For thesc reasons, | fully support Ashe Memorial's petition for an adjusted MRI need
determination for Ashe County.

Sincerely,

‘Y' N?;**

Vickie F. Ingledue
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1336) 846-7238 ris Campbell, MD.
s FAMILY MEDICINE

All Physicians are Board Certijied by the American Academy of Family Physicians

August 3, 2007

Mr. Tom Elkins

Medical Facilities Planning Section
Division of Facility Services

701 Barbour Drive

2714 Main Service Center

Raleigh, NC 27699-2714

Re:  Petition for Adjusted MRI Need Determination for Ashe County by
Ashe Memorial Hospital, Inc.

Dear Mr. Elkins:

I am wniting in support of Ashe Memorial Hospital's petition for an adjusted MRI need
determination in Ashe County. As a physician that frequently utilizes MRI fer evaluation and
diagnosis of many conditions and diseases, I fully support Ashe Memorial’s petition for one MRI
scanner in Ashe County to be included in the 2008 State Medical Facilities Plan.

MRI capabilities have changed my diagnostic approach to many illnesses and discase states,
as [ suspect they have for many of the physicians in the medical community. MRI scanning is ofien
the more superior imaging modality for an increasing number of disease states we see each day.
But presently, my patients must wait szveral days to get an MRI scan in Ashe County. It is
essential for patients to have timely access to MRI services.

Ashe County 1s also expenencing increases in population growth and an increasing demand
for medical senvices, especially MRI. In order for the local medical commumty to reman
responsive to patient care needs, it is vital that Ashe County have adequate resources to
accommodate demand.

For these reasons, I fully support Ashe Memorial's petition for an adjusted MRI need
determination for Ashe County.

Sincerely, e
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Chauncey B. Santos. M.D. P.C.
Onthopedic Surgeon
FO. Box 880
Telephone (336) 8461222 _ Jetterson. NC 28649

Aupust 3, 2007

Mr. Tom Elkins

Medical Facilines Planning Section
Ervision of Facility Services

701 Barbour Drive

2714 Main Service Center

Raleigh, NC 27699-2714

Re:  Petition for Adjusted MRJ Need Determination for Ashe County by
Ashe Memonal Hospital, Inc.

Dear Mr. Elkins:

I am writing in support of Ashe Memorial Hospital's petition for an adjusted MRI need
determination in Ashe County. As a physician that frequently utilizes MRI for evaluation and
diagnosis of many conditions and diseases, I fully support Ashe Memonal's petition for cne MRI
scanner in Ashe County to be included in the 2008 State Medical Facilitics Plan.

MRI capabilitics have changed my diagnostic approach to many illnesses and disease states,
as I suspect they have for many of the physicians in the medical community. MRI scanning is ofien
the more superior unaging modality for an increasing mamber of disease stales we see each day.
But presently, my patients must wait several days to get an MRI scan in Ashe County. It is
essential for patients to have timely access to MRI services.

Ashe County 18 also expenencing mcreases in population growth and an increasing demand
for medical services, especially MRI. In order for the local medical community to remain
responsive (o patient care needs, it is vital that Ashe County have adequate resources 10
accommodate demand.

For these reasons, 1 fully support Ashe Memorial’s petition for an adjusted MRI nced
determination for Ashe County.

Sincerely,

Chauncey antos \A D.PC.
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AUE 13 2007

Medical Facilivies
SHCC Public Hearing Presentation Comments for Planing Secrion
Adjusted Need Determination for Fixed MRI Scanner in Ashe County

July 13, 2007

Good afternoon, my name is R.D. Williams. [ am the Chief Executive Officer at

Ashe Memorial Hospital. 1 am here today to speak on behalf of our petition for

an adjusted need determination for one fixed MRI scanner in Ashe County to be
included in the 2008 State Medical Facilities Plan. We will submit the petition to
the Medical Facilities Planning Section by the August 37 due date.

Ashe Memorial Hospital is a not-for-profit hospital located in the Blue Ridge
Mountains, in the north-western corner of North Carolina. Ashe Memorial is a
rural hospital that has a remarkably sophisticated level of care. Recently, we had
the honor of being selected the 2006/ 2007 Qutstanding Rural Health
Organization of The Year. Our hospital is the only provider of MR services in
the county; however, due to mobile MRI availability, access is very limited for
local residents. Thus, we are requesting that a need determination be included in
the 2008 SMFEP for a fixed MRI scanner in Ashe County. There are a number of
reasons that justify an adjusted need determination:

Ashe Memorial began offering MRI services over 14 years ago. As the size of the
Medical Staff increased and as patient care protocols trended to regularly utilize
diagnostic MRI, Ashe Memorial responded by contracting with Alliance Imaging
to obtain mobile MRI services. This was the first offering of MRI services in Ashe
County and immediately benefited patients. Local residents have demonstrated
an increasing demand for MRI services by increasing MRI utilization at Ashe
Memorial each year.

Currently, our mobile MRI scanner is available only two days (Sunday and
Wednesdayv) each week. Due to steadily increasing volumes and the increase in
medical practice patterns that utilize MRI as a common diagnostic measure, Ashe
Memorial Hospital has requested additional mobile days from its mobile
provider. However, Alliance Imaging is unable to proyide any additional days
to us.
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Additionallv, as an acute care provider with a busy emergency department, Ashe
Memorial needs to have MRI services available 24/7 for inpatients and
emergency cases. Due to lack of availability of its mobile scanner, the hospital
sometimes is unable to meet the diagnostic imaging needs of some of its
inpatients and must transfer them to another facility. In fact, last year, we had to
transfer several emergency and inpatients to an alternate facility because the
mobile MRI service was not on-site. Consequently, in 2006, Ashe performed only
75 inpatient MRI procedures compared to 97 inpatient MRI procedures in 2005.

Ashe Memorial Hospital, the only hospital provider in Ashe County, is located in
the heart of the Blue Ridge Mountains. The closest fixed MRI provider is located
nearly 40 minutes away i Boone. According to patient origin information
provided by the Division of Facility Services Planning Section, over 65% of Ashe
County MRI patients must travel this distance for MRI services because they are
not readily available locally. This is simply not acceptable from our perspective.

The geography of the region that Ashe Memorial serves makes it important for
us to provide fixed MRI services. The terrain is very mountainous between Ashe
and Watauga counties. Consequently, a patient from Ashe County in need of
MRI services when the mobile MRI scanner is not located at the hospital must
experience long travel times to receive an MRI scan. Also, winter weather can
create dangerous driving conditions making it even more difficult to travel to
fixed MR[ sites. Many of the roads in and surrounding Ashe County are small,
state roads that can become very icy during inclement weather. Inan
emergency, the chance exists that a patient mav not be immediately transferred
to another facility for MRI services. For these reasons, it can be extremely
difficult for residents of Ashe County to travel outside of the county for MRI
SOTVICes,

Based on the Proposed 2008 SMFP data, Ashe Memorial is onlv 484 MRI scans
away from triggering a need determination for a fixed MRI scanner. However,
given our limited access to mobile MRI services and the inability to increase
mobile availability, it is extremely difficult for Ashe Memorial to experience the
40% annual growth necessary to trigger a fixed MRI need determination. As [
mentioned previously, due to lack of availability of its mobile scanner, Ashe
performed only 75 inpatient MRI procedures in 2006 compared to Y7 inpatient
MRI procedures in 2005. [t is virtually impossible for us to trigger a need
determination due our limited mobile MRI access.

Another reason that supports our petition for an adjusted need determination is
the fact that MRI utilization in Ashe County is far below the State’s average use

rate. Ashe County’s MRI use rate 1s less than half of the North Carolina MRI use
rate. The low use rate in Ashe County is not the result of a lack of need for local
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fixed MRI services; rather it is indicative of a lack of access to services and of the
need for increased access to a fixed MRI scanner for local residents. Ashe
Countv’s projected population growth further emphasizes the need for access to
a fixed MRI scanner; otherwise the county use rate will continue to represent an
underserved population.

The lack of a need determination for a fixed MRI scanner in Ashe County has
negative cost implications for patients and providers, and thus adversely effects
this population. Small rural hospitals, like Ashe Memorial, that host mobile MRI
scanners experience higher costs due to the fec that must be paid to the mobile
provider for each MRI scan. Unfortunately, these higher costs are often
transmitted to the patients. As a current provider of mobile MRI services, Ashe
Memorial calculates that, on average, approximately 5300 per scan is paid to the
mobile MRI provider. Thus, in FY2006, this equates to approximately $369,000 in
fees that were paid to our mobile MRI provider. These costs are passed along to
CONSUMErs.

Finally, aside from the lack of availability, mobile MRI services are not the most
effective option from an operational or patient perspective. For example,
reliability is not equivalent to that of fixed scanners. Each year Ashe Memorial
experiences several days when its mobile MRI scanner is down due to factors
associated with travel of the mobile unit. This results in an unnecessary delay of
patient access to MRI services.  Additionally, physical access to mobile service is
less than ideal, because mobile MRI scanners are physically located outside a
facility on a concrete pad. Phvsical access to mobile MRI scanners can be
especially problematic in inclement weather. This creates an unnecessary burden
for patients, especially the elderly or patients already in pain.

In summary, Ashe Memorial seeks an adjusted need determination to include
one fixed MRI scanner in Ashe County in the 2008 SMFP, based on the fotlowing
reasons:

»  Due to limited mobile access, the hospital is sometimes unable to meet the
diagnostic imaging needs of its inpatients and must transfer them to
another facility.

o The low use rate in Ashe County is indicative of a lack of access to services
and of the need for increased access to a fixed MRI scanner.

e The lack of a need determination for a fixed MRI scanner in Ashe County
has negative cost implications for patients and providers

» Mobile MRI services are not the most cffective option from an operational
or paticnt porspecti\'c.

e Given our limited access to mobile MRI services and the inability to
increase mobile availability, it is virtually impossible for Ashe Memorial
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to experience the 40% annual growth necessary to trigger a fixed MRI
need determination.

We feel there is a clear need for an additional fixed MRI1 scanner in Ashe County.
Woe hope you will support us in this effort by approving this petition for an
adjusted need determination. Thank you.
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PETITION FOR AN ADJUSTED NEED DETERMINATION
FOR ONL FIXED MRI SCANNER FOR GUILFORD COUNTY

S Heab By angy,
PPetitioner: RECI I,

Greensboro Orthopacdios. 17 A

1T Benjanun Parkway

Creensboro, NC 2740815 1X MEA FAcinis
Secrion.

John S, Nosek, MIPPA, CNPE

[xecutive Thredlor

ERTREEN N )

To:
NMedical Tacihitios Plannmy, Seclion
[hyision ot Health Service Reeudation

2N Sserviice Center

Ralereh, N 260271

Regquested Change:
Carecnshara ¢ ‘I’”]l‘}’dl'\iil"ﬁ, [V (GO ) seeks an dli][]"\tl’li NMED neod delermination,
specitiically o lode one xed MR scanner o Gailtord County i the 2008 State

Modical Favibines Plan (S8 TH

Fherc are o menber of reasons that justity ancadjosted need deternonation
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I he MREutihization m Canttord County s well above the State’s average use rate

o  Canltord County has an unreasonably low ratio of tixed MR scanners (o
population compared 1o other similar counties.

e Guiltord County had the second highest mobife attlization i 1Y 2006 ot afl North
Caraling counties, and ats propartion of mobtie MR scans to tatal MRY scans is
INCTeaS T

o O the 12 counties with Tived MRT need determinations imcthe Proposed 2008
SNEP, tine has e g Josweer populabion to tixed MRIratio than does Canftord
County

o Lhe percentage of Guiltord Countys residents swwho obtain MRI scans i other
counties has been steadily increasing, the past three vears,

= Because of the high Tevel of mobile MR atilization in Guailtord Coanty, the lack
ol o need determimation tor an additional tised NMRT scanner in Coeiltord County
has negative costaimplications tor patients and providers, thus ads ersely cttects
this population,

o Mobile MR services are not the most eftective oplion trom an apetational or

Paticnt perspectin e,

Vprpronal of Uas poetition soll coable any chicable applicont the apportunite te subnnl
competitive Certitioate ol Need apphontions proposimss the best plan tor ackdiion ot

Povcd VIR scanner i Gyatbord County

[l ddctoded rationale s desortbed below

Mobile MRI Utilization

Currenthe Gurhord County has Tour providers that are oxclusively mobale siles
creensboro Orthopacdios, Caaltord Nearosurgical, Fhgh Pomt Orthopacedios and
Sontheastern Orthopacdic Speaialistss In Y 2006, these four providers pectonned

T uss nobile MR procedares Tnaddition, three other mobile NIRT Bost sites
portorimed anadditionagl 5085 mabale MR procedures, Tor a total of 17,073 maolnle MR
Provedies pertormed  Guitllord County o This s the second hivhest utilization o
mobile NMRTserviees in North Carohma, behind only Mecklenbure County, which has o
popalaton nearby bvice as larpe as that ol Gaotltord Counts. The table Delose prosades
chie NMREutlation ter the tencountios soith the highest mobalo MR audizanon im
Py e




Pontoon

(rron ,i,r\,‘"”,r” ()J'HIJ'H;';.{['[.‘JH VAR
ln’J}.H\h'u'r l‘l’!‘\’{’ Y ¢ :J'r .‘J BRI T

FY 2006 Mobile MR! Utilization

Top 10 Counties

: County | Mobile

MECKLENBURG | 20,118
GUILFORD f 17,673
WAKE | 10,645
NEW HANOVER 10,362
FORSYTH 7.356:
MOORE 6,664
CATAWBA 6,592
GASTON | 4,203,
ONSLOW 3,659,
RUTHERFORD 3.360°

Source: Proposed 2008 SMFP

Pho Dy oo cone e not anancmads o For the past three vears, mobile abibization i

Conthond ceanty boecacadily mereased Tnctact, mobade atithzatom o Coanltord © o

tricocted a seed tor a tixed MIREscanner e the 2000, 20072, 2003 and 2005 SN EP

It

tollow ine table provides Tustorical mobile MR et ation tor Canltord C ooy

Guilford County Historical Mobile MR| Utilization

|
|

FY2000-FY 2006

' Mobile
Year Utilization
2000 | 6,217
2001 . 8,905
2002 | 11,058
2003 | 13.194
2004 14,680
2005 15.307
2006 17.673

% Increase !

43.2 .
24.2.
19.3-
11.3.
4.3
15.5.

Source: 2007 2007 SMFP. Propased 2008 SMFP
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As shown i the provieus tables mobile MRUutihization in Guiltord County experienced
anaverase antwal imcrease of over IR trom 2000 1o 20060 This s a direct mdication ot
the necd tor mereased access to tived SMREservices, Clearly, speclal drrcamstanees evist
1 Gunltord County with recard to utilization ot molale MR services that necessitate the
nevd tor additionat fived MREacoess GUC Delieves an adjusted necd Jdetermimation tor
ene additional tived NMREscanner in Guiltord Counte will provide much needed Tocal

sty ioes that soll be dugehIv wiilzed,

Fixed MRI Scanners in Guilford County

I addition techaving high otilization of MEservices, demographic data also
demonstrates a chear necd for inereased access to Hved MREservices in Cuillord

Coonntsy

Currentlv s there are ten operational MR scanners o Guiltord County . This s
isproportionate tothe prowimg population in Guibord County ¢ ciaparativedy, of the
seven et populoes coanties in North Carolima, Canltord County has the second worst

catac o e TR scammcorsoro popalation Please reter fo the table boebow

Fixed MRI Scanner to Population Ratio
Most Populous North Carolina Counties

Total Magnet to

2006 2011 % Fixed Population
County Population Population Change Magnets Ratio
Wake 789,969 933.711 18.2" 11 71.815
Guilford 449,071 481,855 7.3"% 10 44,907
Cumberland 306,545 314,202 2.5 7 43,792
Mecklenburg 826,897 952,975 15.2 19 43,521
Forsyth 331.851 356,188 7.3" 14 23,704
Buncombe 221,327 238.214 7.6 10 22,133
Durham 246825 266,860 8.1. 12 20,569

et v Uroponed JO0B SMEP. NC State Demographics ]
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P orsvth Connty pwindch s adjacent to Guiltord ©ounty ) Baas a tar more tavorable ratio ot
fixed MREscanners to population. Notablv, however, in 2000 Galtord County had
pupulation 3o higher than that of Forsvth County o Also, Bupcombe County, which
las o popatation less than hall that of Caaltord County, has the same number of fined
MR scanoers c1th as Guiltond County s Both of these examples are inconsistent with the
principle of cguitable access tohealthoare services in North Caroling

A the populiation contmues to increase ad the medical community continues o grow,
there 1s ne mdication that the trendmgy increase of NIRRT scrvices m Guiltord County aweill

haneean the near tuture,

Guilford County MRI Use Rate

Improved MR technolopy and capabilities have eohanced the dlinteal diagnostic
approaches o many ilnesses and discase states As a vesult, MRS otten the imaging
maodality of choee taran imcreasimg, number o conditions that local physicians seek to
diaenose cach dav s aresult, MRPuthzation rates have greathy increased. The North
Carchoa MREntlization rate was SRCTprocedures per OO0 popuadation nr 20060 Tn the las

1

P e e i b Sontis oo NIRRT tse tate tne reased D ol

MR athzaton ates tor mdividuai counties m North Carolina are trendng upaward as
cocll Resndents o Gaanbrord Cornty and therr phvsicnns recovnize the valuable henetits
of MERTservioes g result MR services are baehbv utilizedn Ganbrord Coantv - The
Proposed 2005 SN whow s Gonltord Coanty as havme o hieher MR use rate

cornjrared o the North Carolima average

2006 MRI Use Rate per 1,000 Population

MRI Procedures |  Population ‘l MRI Use Rate
Guilford County . 52.235 449,071 i 116.3
North Carolina 786.150 8.860.341 a 88.7

Source Proposeod 2008 SMEP, NC State Demographics thtlp: ! ."demog,slate.né.us S updated 2006,

Gk gt canbherd oty provides NMREservices over ST abowe the Siate
RN Cracn enitond Counny bas the B Taghost MRT Gae vate por 1000 popatation

ool et e e Nnth Cuenebie Please reder o the tatr]e bl
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2006 MR1 Use Rates by County

{ # of Procedures . 2006  MRIUse
_ County . Fixed Mobile! Total ' Population |  Rate |
MOORE 12704  6.664 | 19.368 82,288 235.4
ORANGE 25,610 - 125610 123,762 206.9
| FORSYTH | 60,024  7.356 | 67.380 331,851 203.0
' BUNCOMBE | 40,405 156 | 40.561  221.327 183.3
| DURHAM . 43,735 1,290 | 45025  246.825 182.4
| PITT | 24.554 843 25.397 146,398 173.5
' HERTFORD 2,036 2.018| 4.054 23,901 169.6
| CHOWAN - 2,438 2.438  14.677 166.1
. CABARRUS 24,910 5751 25,485  157.176 162.1
NEW HANOVER © 16,292 10362 ' 26,654  184.116 144.8
CATAWBA 13.910  6.592 20.502  151.126 135.7
CRAVEN 12.181 12,181 95.566 127.5
IREDELL 16.850 308 17.158  145.232 118.1
GUILFORD 34,562 17.673 1 52,235  449.071 116.3

Seree s Proposed 2008 S8EP NC State Demographics thttp: s sdemog state.ne.us /) updated 2006

Boelow g table shosng the North Carehma counties that had the mostU NIRRT acans
durmge EY 10000 N showon, Canllord Connty hosted the dth Tareest maber of MR
seatts o i TO0 N orth Carolima connties
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Highest Yolume MRI Counties in North Carolina

. County | Fixed iMobile: Total 1
'MECKLENBURG . 68,428 | 20.118  88.546
FORSYTH | 60.024 - 7,356 67.380
WAKE 45,047 . 10,645 . 55,692 -5
(GUILFORD | 34562 17,673 | 52.235
- DURHAM 43735 1.290, 45,025 |
BUNCOMBE 40,405 156 | 40,561

 CUMBERLAND 28,410 383 | 28.793
| NEW HANOVER 16,292 | 10,362 | 26.654
| ORANGE . 25.610 01 25.610
. CABARRUS | 24910 5751 25,485

! t 1
PITT |

t '
| 24,554 843 25,397 |
Saources: 2008 SMFP

Choeno e edho oo tha NIRE eeaos oot G o b ainsdized service fon Gaatdtond

[N RN

I addition to bemy, North Carolima s 3 most popalons county, CGanlbord County s also
chic of the State s primary beabth care centers Ganltord Counts hosts Larye medical
contersand s ome toalaree number o phyvacans and othey provider professionals
~ucheas Covensboro Orthopacdios) representing, practically evers medical specialty and
sub-specialte Phese providers serve not only restdents of Canltord Coonty, bat also
restdents of nerchbornng conmties and residents trom throvehout North Carolino and
admcentstates  As g result it s important that the conmte s resources have the capaaity

tesaccormmuodate this current and eroscing: demuand

Eorther. of the T2 Nortly Carobmer coumities tor s hicds Hiee Croposed 2008 SN indicates
cecd deberimmation ber anodditional trsed NTRE <coammer tome soaantios have at least
care Fevedd N scamiier, and of those, <ix have o loseer population to tised NRE scanner

rotro tho o< Canltord © oty Please see the table Delow
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Proposed 2008 SMFP MRI Need Determination Counties

Total Magnet to

2006 2011 % Fixed Population Need
County Population Population Change Magnets Ratio Determination
QOrange 123,761 131.195 6.0 7 17.680 1
Forsyth 331.85¢ 356.188 7.3 14 23.704 1
Craven 95,566 39.884 4.5 3 31.855 1
Jackson 36.312 38.478 6.0" 1 36,312 1
Surry 73.000 75.230 31 2 36.500 1
Vance 43,925 45,204 2.9 1 43,925 1
Guilford 449,071 481,855 7.3% 10 44,907 0
Lenorr 58.170 57.910 0.4 1 58,170 1
Carteret 63,557 66,856 5.2°. 1 63,557 1
Wilkes 66,924 68.130 1.8 1 66,924 1

Source Proposed 2008 A HC State Demographics ibttp: - /demog.state.nc.us/ 1 updated 2006

P addition the percontaee of Gaatord Comet residents soho obtam MR -cans m other
cottties hos becn steadiiy cnoreasine the pasbibree Cears wcshiosonron thie fable Drelos
durine FY 2000 coer 1YL ob Gunhrord Count resdents Bad To obtam an AR scon

cutside the county s represents a By P tease from Yy 2ol

Qut-of-county MRI Scans
Guilford County Residents
FY2003 - FYZ2005

% of

Total

Year Scans
2003 . 9.1
20041 9.7
2005 130
2006 . 13.2

Suurce MREPatient Qouin Data . Meow gl Facibities Planmng Section

Piresc b o cosbome indicatton cb the fiomded coces= e NIRRT services watlim Gianltord
crvan Doerdier opreside by ed el co e e aal that Crnitord ©oami

~
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hove aromyentory of tived MK scanners that s proportionate to the population secking

<l seryioes

No Unnecessary Duplication of Services

Creensbora Orthopacdies has established that Gunhiord County currently has an
unreasonabiv Tow ratio ot fived MR scatmers o population compared to other sinular
counties. This petition also contaims evidence that a growimg percentace of the NMRI
scans pertormed on Guittord County residents are obtamed myanother county - This
provides tarther evidence that an additional fived MREscanner s needed i Gaailtord
County . Also, members of the medical commumities m Canlrord Coanty indicate that
an additional tised MR scanner i the local conmuenity swill increase aceess, alleviate
capacitiy constratnts onexisting, providers,and will better serve the communitny s MR
needs  Clearly theretore, addition of another fixed MR <canner i Guitlord County s
not unmecessary dupheation Silarhv, Guittord County had the second hichest mobile
utilizaton n PY20e of ol North Carolinag counties, Thi< i< aditect indication of the

Nevd tor inereased aovess o bised MR services

Adverse Effects of No Adjustment to the Need Determination

Should this petition ot be prarted. Gudtord ©oamty would have to contmue soth the
statts quo - The exesting tived and mobde providers wonld contipe providime the
cxtstine NMREsersices swathotherr present madeaaate capacity Thoswevers siven the
“eady inercase of MR utthzatton m Canliond County, this s nota viable alternative
Fhe table belonw provides hastorical MREubiiizatiom o Ganllord € ounty

Guilford County Historical MRI Utilization
FY2001-FY2006

MR -
| Procedures . % Increase |

2000 40489 21.1

2002 a; 4.4

2003 46,244 9.5

2004 50.912 10,1
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2005 53569 5.2

2006 52.235 2.5
Source: 2003 7007 SMEP. Proposed 2008 Smi P

I the past frve vears: Gultord County has expertenced o total moreasem MR

P cJdures ol oser Y0 A roes tosty stated i this Pl'““l‘ll, the mobile AN
ulitizatton has marcased much taster, ISP durimg the same He-vear pertod. As o
vesult. the proportion of maobile NMREscans pertormed in Guailtord County has risen
Froon IR ot total MR scans in 2007, to nearly 310 of total MR <cans o 2000 Mlease

see the table Delons

Guilford County Mobile MRI Utilization Ratio

Mobile Total % Mobile of

Utitization  Utilization Total
2000 6.217 33.428 18.6
2001 8.905 40,489 22.0
2007 11.058 A42.251 6.2
2003 13.194 46,244 8.5
2004 14,680 50.912 28.8
2005 15.307 53.569 286
2006 17,673 52.235 33.8

Source: 2003 7007 SMEP. Proposed 2008 SMEE

Vs oprevicush discussed the ratio ot tised NIRE providers o popalation s abreads less
arvorable than comparative and surrounding counties, and Canltord Coanty corrently
Ieis the ~ccond Larcestmobile NIRFyolome sethe State These tackors comlaned sake

thic ot v unaceeptabie tram a plarne and pativBtaccess porpociing

Site P Greensbora Onthiopacdies Das provided imobile MR services m Cantrord
Counte Currenthe aomobade MR scanner s enosite and operational toe daos cach
Aecks Whiie Cocersbore Orthopacdios vatues the services comobaie ML w e
crencides tonthe conumnty eas ot the st ctbec e option trom an operaliona|
padicrot s cost poerspectioe Brestrehale b s netequneadent tootha oo pved scainiers

Foach ovanr GO0 evperienees several don s chen seosmetn e NIRE oo s dos e dhae o
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Factors assocrated wath travel of the oobabe vt This results mvan unnecess=ary delay ot
}h]lit'l]l doeeess Lo MR services Second, ],‘h\ sival aceess loomobile service s Joss than
ndeal because mobile MEEscanners are phyvsically located oatside a tacilite on g
concrele pads Adcess tomebile MR scanners can be espectallv problematio i
mclement weather, or durmg davs ot extrene hot or cold temperatures, This areates an

unnccessaiy burden tor patients: espectathc the elderly or patients alreads i P

I xsting providers ot mebile MR services i Ganliord are readhing, practical operatunig
capacity. For example, Grreensbore Orthopacdic’s mobile MR utilizabon, afthouyh the
highestin the county, has been relatively ot tor the Tast two vears, compared to the

srowth m previous vears

Greensboro Orthopaedics, P.A,
Mobile MRI Utilization
FY2001-FY2006

Year | MRI Scans I% Increase
FY2001 2,646 .
Y2000 4238 602
FY2003 4,582 8.1
FY2004 5128 119
FY2005 05288 31
FY2006 5.526 4.5

Source: 2005 2007 SMFPs. Proposed 2008 SMEE

Il s due tothe tngh atthzation o mebile MEREservices at Creensbore Orthopaedios
and the Tack of additional capaaty Asstated previoush, GOC has operational aceess to
amoib]e MR scanner tive dovs cachhweck e b the carrent atthzaton of 1s exastne

fovcbide SR services arwd the ameount \iu'\x'l‘.hnlv\'\}‘vr'u-rm-\i v v ear . G0 G ot able
pcelle MR capaot s linnted threuy hout the Seate

Pivial v there are nesativ e cosbimphications assosiated withomamtammge thee statas e
rCanltord Counes s desaribed previensho Ganiford County pettormed Hie ppreatost
ntimber ob mobtle MR procedures e NorthoCaroline in 2000 017007 mobile VIR!
proceduresi Hospitals ond treestandmye fociiities that host mebife NIRT canners

cnprerienoe b costs dhae o the fec that muast be poad tothe mobsie paes wder b oo
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NMRscan Unlortunately, these higher costs are otten transnntied o the patients. As g
carrent pros ider of mobile MRTservices, GO estimales that, oncas erage in Guiltord
Countv,approsanatels S300 per scan s pard to the maobife MREprovider Thus, m

EY 2000 this equates to approsimatel S5502000007 tees that were paid to mobile

providers o Guiltord County s These vosts are passed alone to consumers

NMobile MR scanners provide gy aluable service to Guiltord County, how ever, it is not
the miost cost eftective alternative tor patients. I an adjusted need determimation s et
sranted tor Guiltord County, patients and providersswall continue to experience

TN reased |I‘II';'_U“~ aid vosts, !'t"'\l‘t't'ﬂ\'t'l\.

Conclusion:

I ~ummary, Greensboro Orthopacdios, 1A secks an adjusted need determmation 1o
mclude one Hised MR scanner in Guailtord County o the 008 SNIEP Based onthe
tellovw myy reasons:

e MR atithization m Guothord County s seell aboy e the State’s averaees e rahe

e i bord © sy dras atr artreasoriabby o tatee od Sived NN oo - oo
poddtetion compared o other silar counties

e Conltord Counn had the second highest mobade vbilization m FY 2000 o8 il Nort ]
Carolie counties and s proportion of mobide NTRT scans to total MR scans s
I rCeasTing

o Ot the Il counties swaith fived MR need determmations i the proposed 2008
SN nine has ea Toweer population tofised NRT ratio than dees canitord
Coognity

e he percentase of Ganltord County residents s ho obrany MR scans i other
counties s been steadils il\\'l'l"l“\il];'. the frast thireo s cars,

o Dovause of the Taehvlev el o mobile MREuthzation m Caalbord ¢ ounty s the sk
ol g peed determimatron toran addibonal nved MR scanmes oo Coanltard © ot
Bas neyatie e cost nphications tor patients and providers thus o erselv vitects
this propraiation

e Alobile NREsenvices are not the most chiective option tron an opcrational oy

peatient perspectin e

Woo deet there b= bear neesd for oo addbibionas D ioeved ST soapizees s Canlaord ¢ oot

Voo Bope cotmaatt support as o this clrer b approy g this potiton ion o ajusted




Corconbono Orthiopacdios, 171
Positons Llrasec EVERE Neod Thorermnation

necd deternination Thank you for providing us svith the opportunity to present this
HNPOrIN COnmMUunity issue,
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SHCC Public Hearing Presentation Comments for
Adjusted Need Determination for Fixed MRI Scanners in Guilford County
July 20, 2007

Good afternoon, my name is David Meyer. I am a consultant to Greensboro
Orthopaedics. | am here today to speak on behalf of their petition for an
adjusted need determination for one fixed MRI scanner in Guilford County to be
included in the 2008 State Medical Facilities Plan.

Approval of this petition will enable any eligible applicant the opportunity to
submit competitive Certificate of Need applications proposing the best plan for
addition of a fixed MRI scanner in Guilford County.

There are a number of reasons that justify an adjusted need determination in
Guilford County:

Historically, mobile MRI utilization has played an important role in determining
need for fixed MRI scanners in Guilford County. Mobile utilization in Guilford
County triggered a need for a fixed MRI scanner in the 2001, 2002, 2003 and 2005
SMFPs.

Currently, Guilford County has four MRI providers that are exclusively mobile
sites. In FY2006, these four providers performed 11,988 mobile MRI procedures.
fn addition, three other mobile MRI host sites performed an additional 5,685
mobile MRI procedures. This is the second highest utilization of mobile MRI
services of any county in the State. The scans performed at these sites are
indicative of a greater need for at least another fixed MRI scanner based in
Guilford County. Clearly, special circumstances exist in Guilford County with
regard to utilization of mobile MRI services that necessitate the need for
additional fixed MR! access.

Second, Guilford County has an unreasonably low ratio of fixed MR scanners to
population compared to other similar counties. Specifically, of the seven most
populous counties in North Carolina {counties with populations exceeding




Greensboro Orthopaedics
Petition for Adjusted Need Determination

davs when its mobile MRI scanner is down due to factors associated with travel
of the mobile unit. This results in an unnecessary delay of patient access to MRI
services. Additionally, physical access to mobile service is less than ideal,
because mobile MRI scanners are physically located outside a facility on a
concrete pad. Physical access to mobile MRI scanners can be especially
problematic in inclement weather, or during days of extreme hot or cold
temperatures. This creates an unnecessary burden for patients, especiaily the
elderlv or patients already in pain.

In summary, Greensboro Orthopaedics seeks an adjusted neced determination to
include one fixed MRI scanner in Guilford County in the 2008 SMFP, based on
the following reasons:

» Guilford County had the second highest mobile utilization in FY2006 of all
North Carolina counties.

e Guilford County has an unreasonably low ratio of fixed MRI scanners to
population compared to other similar counties.

¢ The MRI utilization in Guilford County is well above the Statc’s average
use rate.

e Of the 12 counties with fixed MRI] need determinations in the proposed
2008 SMFP, nine have a lower population to fixed MRI ratio than does
Guilford County.

» Because of the high level ot mobile MRI utilization in Guilford County,
the lack of a need determination for an additional fixed MRI scanner in
Guilferd County has negative cost implications for patients and providers,
thus adversely effects this population.

¢ Mobile MRI services are not the most effective option from an operational
or patient perspective.

We feel there is a clear need for an additional fixed MRI scanner in Guilford
County. We hope you will support us in this effort by approving this petition for
an adjusted necd determination. Thank you for providing us with the
opportunity to discuss this important issue,
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PETITION FOR AN ADJUSTED NEED DETERMINATION FOR
DEDICATED BREAST MRI SCANNER FOR H5A 1

Petitioner:

Hope - A Women’s Cancer Center
100 Ridgefield Court

Asheville, NC 28806

(828) 670-8403

David J. Hetzel MDD, FACOG, FACS
Nathan Williams, MDD, FACS

Tim Vanderkwaak, M), FACOG, FACS
C. Blair Harkness, M., FACOG

Requested Change:

Hope - A Women’s Cancer Center is dedicated to providing, the finest
Gynecologic and Breast Oncology services in western North Carolina and
petitions for an adjusted need determination for one Dedicated Breast MR
scanner for HISA T in the 2008 SMFP.

Reasons Supporting Requested Change:

Breast cancer is the most common cancer among women. Every three minutes a
woman in the United States is diagnosed with breast cancer. In 2006, an
estimated 212,920 new cases of invasive breast cancer are expected to be
diagnosed, along with 61,980 new cases of non-invasive breast cancer. And




Hope - A Women's Cancer Cenler
SHCC Petition for Adjusted Need Determinalion

10,970 women are expected to die in 2006 from this disease!. This risk has
increased dramatically over the past four decades. Today the chance of
developing invasive breast cancer at some time in a woman’s life is about 1Tin 7.
In 1960, the chance of developing invasive breast cancer was only 1 in 20.
Women living in North America have the highest rate of breast cancer in the
world2.

The North Carolina Central Cancer Registry (NCCCR) projected that 6,335
women in North Carolina would be diagnosed with breast cancer in 2005, In
HSA 1 the NCCCR projects 1,140 breast cancer cases or almost 18% of the total
North Carolina breast cancer cases in 20053,

For breast cancer, early detection saves lives. For example, almost 98 percent of
women who are diagnosed with breast cancer in the carliest stage survive the
disease, whereas only 26 percent survive if the disease is diagnosed in the most
advanced stage. The opportunity for disease control and for reducing the
number of cancer deaths rests with prevention and carly detection so that
trcatment of the disease can be effective. This is the foundation of our petition
for a dedicated breast MRI scanner in HSA L

Hope is aware that the 2006 State Medical Facilities Plan inctuded an adjusted
need determination for a dedicated and spectalized breast MRI scanner. This
adjusted need determination was the result of a petition submitted by Novant
Health in Winston-Salem. This petition was based on American Cancer Socicty
(ACS) Guidelines that were released in 2003 stating women might benefit from
additional screening strategies bevond those offered to women at average risk.

The evidence that was available at the time of the 2003 ACS Guidelines was
insufficient to justify reccommendations for additional screening approaches,
such as MRIL. The ACS recommended that decisions about screening options for
women at stgnificantly increased risk of breast cancer be based on shared
decision making, after a review of potential benefits, Jimitations, and harms of
different screening strategies and the degree of uncertainty about each.

Nonctheless, the State Health Coordinating Council (SHCC) and North Carolina
Division of Health Service Regulation (DHSR) staff determined that expanding
dedicated breast MRI imaging in the State could be important.  The Breast Clinic
MRI, 1.1.C (Forsvth County, HSA 1) was awarded a CON for the dedicated
breast MRI scanner; that project is currently under development.

b aewsy hreasteancer.org
* American Cancer Socicty
" North Carolina Central Cancer Registry, 2005 Profiles

[R*]




Hope - A Women's Cancer Center
SHCC Petition for Adjusted Need Determination

New evidence on breast MRI screening has become available since the ACS last
issued guidelines in 2003. A guideline panel has reviewed this evidence and
developed new recommendations for women at different levels of risk.

According to the ACS, women with a genetic predisposition to breast cancer,
and/or those with a family history of the disease, should undergo annual MRI
screening along with routine mammograms. Specific guidelines were released in
March of 2007 identifving the women who should have a breast MRI scan. These
guidelines include:

e Those who are BRCA mutation carricrs;

s  Women with first-degree relatives who are BRCA mutation carriers;

e  Women with a 20% to 25% lifetime risk of breast cancer based on family
history;

+  Women who had radiation treatment to the chest between the ages of 10
and 30; and

¢ Women with Li-Fraumeni, Cowden, or Bannayan-Riley-Ruvalcaba
syndromes?.

The guideline states that, for high-risk women, screening with MRI and
mammographyv should begin at age 30, These new guidelines demonstrate that a
much larger population can bencfit from breast MRI screening compared to the
2003 guidelines. A copy of the ACS report has been included with this petition.
Based on the 2007 ACS guidelines, geography and demographic data, need for a
local dedicated breast MRI scanner is strongly indicated to most appropriately
serve residents of HSA'L

As stated previously, one guideline for identifving women who should have a
breast MRI scan are those who are BRCA mutation carriers. The prevalence of
BRCA mutations is estimated to be between 1/500 and 17100 in the general
population®. This equates to approximately 445 Buncombe County residents and
over 2,700 women in HSA 1 who could benefit from an annual breast MR]
scanner. Please refer to the table below.

* Saslow et al for the American Cancer Socicty Breast Cancer Advisory Group, Amencan Cancer Society
Guidelines with MR1 as an Adjunct o Mammuography, CA Cancer ) Clin 2007, 37.75.84

Petrucelli N, Daly MB, Culver JOB, et al. BRCAY and BRCAZ Hereditary Breast Ovarian Cancer. Gene
Reviews, December 28, 2006,
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2007 Estimated BRCA Mutation Carriers - HSA |

b FT M | 2007,
| ALLEGHANY 22
ASHE 59
WATAUGA 87
'WILKES o | 137
AVERY 37
ALEXANDER _ 73|
CALDWELL 159
MITCHELL 33
BURKE ] 180
CATAWBA 307
| YANCEY 37|
MCDOWELL 89
CLEVELAND 198 |
RUTHERFORD ] 128 |
| MADISON 4
| BUNCOMBE ~ 1 a5
HENDERSON 203
| POLK . 39|
HAYwooo | 117
TRANSYLVANIA _ __60
SWAIN - _ 28
t JACKSON 75
GRAHAM e 116 |
MACON . R U VA
CHEROKEE 54
CLAY 20
HSA i Total,PoﬁuIation 2 703?

Source: 2007 population prowded by NC
Office of State Budget and Management / 500

The 2007 ACS Guidelines also state that women with a 20%
of breast cancer based on family history should have an annual breast MRI scan.
According to the American Cancer Society, 2% of women have a family history
suggestive of breast cancer inheritance. While 2% may sound nominal, this
equates to as many as 2,337 women in Buncombe County and 13,747 women in
Please refer to the following table.

to 25% lifctime risk
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Women with 20% to 25% Lifetime Risk of Breast Cancer
Based on Family History
2007 Population, HSA |

ALLEGHANY _ 112
(ASHE | 261 |
WATAUGA ) oL 436

| WILKES . 678
AVERY | 166
ALEXANDER . 368
CALDWELL ) _____§_0_.'gﬁ
MITCHELL ) 161
BURKE 885
CATAWBA 1,541
YANCEY | 189
MCDOWELL 438
| CLEVELAND 1,000
|RUTHERFORD | 654 |
MADISON 209
BUNCOMBE 2,337

| HENDERSON | 1,049 |
POLK | 200 |
HAYWoon | 593
TRANSYLVANIA | 322
SWAIN | 148

| JACKSON | 375
| GRAHAM }._ 84
MACON 3
CHEROKEE | 280 |
CLAY 106
HSA 1 Total Population * }113,747 .

Source: NC Office of State Budget and Management

Based on only two of the 2007 ACS Guidelines, approximately 16,450 women in
HSA I are indicated for an annual breast MR1 scan. The 2007 ACS Guidelines
also recommend annual breast MRI screening, for women with first-degree
relatives who are BCRA mutation carriers, women who had radiation treatment
to the chest between the ages of 10 and 30 and women with Li-Fraumeni,
Cowden, or Bannavan-Riley-Ruvalcaba syndromes. Clearly, need exists for
increased access to convenient breast MR imaging in western North Carolina.
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In addition to the 2007 ACS Guidelines, a March 2007 study in the New England
Journal of Medicine (NEJM) indicates that for women who have newly
diagnosed cancer in one breast, MRI can find tumors in the other breast that
mammograms miss. Even after careful clinical and mammographic evaluation,
cancer is found in the contra lateral breast in up to 10% of women who have
received treatment for unilateral breast cancer®. The study, conducted at 25
medical centers, included 969 women with recently diagnosed cancer in one
breast and a normal mammogram on the other. All were given MRI scans,
which discovered cancers in the supposedly healthy breast in 30 women, 3.1
percent of the group. Nearly all cancers were at an carly stage, and were treated
at the same time as the cancers that were originally discovered. Thus, breast MRI
can help women who already have one cancer by detecting a hidden tumor in
the other breast, enabling them to have both cancers treated at once instead of
having to go through treatment all over again when the second tumor is finally
detected. MRI can also be used to evaluate the rest of the breast tissue prior to a
lumpectomy to detect whether the cancer has spread.

The ACS states “there are substantial concerns about limited access to high-
quality MRI breast screening services for women with familial risk. With many
communities not providing MRI screening, it is recognized that these
reconymendations mav generate concerns in high-risk women who may have
limited access to this technology.”

Based on the 2007 SMETD, residents of HSA I currently have local access to
dedicated breast MRI services in Charlotte. Residents in HSA HI will have soon
have local access to dedicated breast MRI services in Winston-Salem pursuant to
the 2006 SMFP adjusted necd determination and subsequently approved CON
for The Breast Clinic MRI, LLC. Residents of HSA 1 do not have local access to
dedicated breast MRI services. 1t is well known that it is very difficult for
residents of western North Carolina to travel long distances for healthcare
services. Furthermore, the 2007 ACS Guidelines identify a greater population of
wormen who can benefit from breast MR (the 2003 ACS data were merely
recommendations). A dedicated breast MRI scanner is needed in HSA T to serve
the residents of western North Carolina,

Some data is available on the cost-effectiveness of breast MRI screening. One
recent study modeled cost-effectiveness for adding MRI to mammography
screening for women of different age groups who carry a BRCAT or BRCA2
mutation. The authors concluded that the cost per qualitv-adjusted life vear

“Tehman et al. MR Evaluation of the Contralateral Breast in Women with Recently Dhagnosed Breast
Cancer. New England Journal of Medicine Volume 356:1293-1303 March 29, 2007 Number [3

(§}
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saved for annual MRI plus film mammography, compared with annual tilm
mammography alone, varied by age and was more favorable in carriers of a
mutation in BRCA1 than BRCA?2 because BRCA1 mutations confer higher cancer
risk and higher risk of more aggressive cancers, than BRCA2 mutations®.
Estimated cost per quality of life year for women aged 35 to 54 vears was 555,420
for women with BRCAT mutation and $130, 695 for women with BRCA2
mutation.

The ACS states that the ability of MR to detect breast cancer 1s directiy related to
high-quality imaging, particularly the signal-to-noise-ratio, as well as spatial
resolution of the MRI image. Thus, it is necessary to implement local dedicated
breast MRI technology in HSA 1 to serve western North Carolina residents. The
existing, general purpose MRI scanners currently in HSA I are not sufficient to
provide the benefits of dedicated breast MRI screening. Specifically, the ability
to perform MRI-guided biopsy is absolutely essential to offering screening, MR
The American College of Radiology (ACR) is currently developing an
accreditation process for performing breast MR, and, in addition to the
performance of high spatial resolution images, the ability to perform MRI
intervention (i.e. needle localization and/ or biopsy) will be essential in order to
obtain accreditation by ACR. This guideline will likely be availabie in 2007.

Hope currently has resources in place to effectively provide dedicated breast
MRI services. Hope is a skilled women’s cancer center, experienced intreating
women with cancer such as breast, ovarian, and cervical cancer. Hope has
provided women’s healtheare services to patients of western North Carolina for
over 14 yvears. Hope currently provides an array of diagnostic services for its
patients, including mammography, stereotactic breast biopsy, chest X-rav, bone
densitometry, and ultrasound.

Hope physicians are primary investigators for the Gynecologic Oncology Group
in western North Carolina. The GOG is the primary study group for women's
caneers in the United States. Hope is also a cooperative group with the
American College of Surgeons - Oncology Group and participates in breast
cancer trials. In addition Hope participates in other clinical trials through Cancer
Trials Support Unit which is a clearinghouse to facilitate enrollment in clinical
trials that are sponsored by other cooperative groups. The National Cancer
Institute (NCI) works with the GOG, other cooperative groups and most of the
major cancer centers to develop new treatments or fine-tuning existing ones.

& Anfoniou A. Pharoah PD, Narod S, et al. Avesage risks of breast and ovanan canter associated with
BRCA? or BRCA? mutations detected in case series unselected for family history: s combined analvsis of
22 studies. Am ) hum Genet (K03, 7201 117-1130.

" Gaslow el al for the American Cancer Society Breast Cancer Advisory Group. American Cances Soctely
Chuidelines with MRI as an Adjunct to Mammography. CA Cancer J Clin 2007 37:75-89
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These changes usually fead to improving the standard of care. In short, Hope,
with its clinical research program dedicated to the advancement of women'’s
cancer care through clinical research and education, is an ideal location for
implementation of dedicated breast MRI technology.

Adverse Effects on the Population if the Adjustment for a Dedicated
Breast MRI Scanner is Not Made

If this petition for an adjusted need determination for a dedicated breast MRI1
scanner in HSA Tis not granted, residents of western North Carolina will be
denied local access to state-of-the-art technology that is proven to be beneficial
for a specific patient population. This petition identifics at least 16,450 western
North Carolina residents who can benefit from this technology, according to the
2007 ACS Guidelines.

In addition, failure to approve this petition will deprive the estimated 1,140
women® who have newly diagnosed cancer in one breast, the opportunity to
readily identify tumors in the other breast that mammograms miss.

l.ives could be saved and treatment courses modified through the use of breast
MRI scans to detect breast cancer more accurately. Failure to allow the
implementation of this technology in HSA T may increase long-term health costs,
because existing modalities are Tess likely to detect cancer compared to MRL

No Unnecessary Duplication of Services

Approving this petition will not result in any unnecessary duplication of services
in HSA . As stated previously, residents of western North Carotina Jdo not have
timelv and convenient access to local dedicated breast MRI services.
Additionally, the ACS Guidelines stress the ability of MR1 to detect breast cancer
is directly related to high-quality imaging, particularly the signal-to-noise-ratio,
as well as spatial resolution of the MRIimage. Additionally, the ability to
perform MRI-guided biopsy is absolutely essential to offering screening MR
General purpose MRI scanners do not offer this technology. Thus, it is necessary
to implement dedicated breast MRI technology in HSA T to serve western North
Carolina residents. The existing, general purpose MRI scanners currently in
HSA [ are not sufficient to provide the benefits of dedicated breast MRI
sCreening,.

* North Carolina Central Cancer Registry estimated 2005 cancer cases in HSA L

8
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Conclusion

In summary, Hope - A Women's Cancer Center seeks an adjusted need
determination in the 2008 SMEP to include one dedicated breast MRI scanner for
HSA T, based on the following reasons:

The 2007 ACS Guidelines identify specific groups of women who should
have a breast MRI scan.

Hope identifies at least 16,450 western North Carelina residents who can
benefit from this technology, according, to the 2007 ACS Guidvlines.

The New England Journal of Medicine indicates that for women who have
newly diagnosed cancer in one breast, MRI can find tumors in the other
breast that mammograms miss.

The ability of MRI to detect breast cancer is directly related to high-quality
imaging, particularly the signal-to-noise-ratio, as well as spatial resolution
of the MRl image.

Residents of western North Carolina de not have local access to dedicated
breast MR services.

Failure to allow the implementation of this technology in H5A ['may
increase long-term health costs, because existing modalities are less Iikely
to detect cancer compared to MRI. _
Hope already has resources in place, including stereotactic breast biopsy,
to effectivelv provide dedicated breast MRI services.

9
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4 ABSTRACT
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New evidence on breast Magnetic Resonance imaging (MR1) screening || - ABSERNC
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GUIDELINE DEMELOFPMEN]
SUMMARY OF RECOMMENDAVTIONS
BAVCRGROUND
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CONCLUSTON

AOSHREREAST OANCER ADVISORY ..
REFFRENCES

strang family history of breast or ovarian cancer and women wha were = *
treated for Hodgkin disease. There are several risk subgroups for which the avaitable data are insufhicient to

has become available since the American Cancer Society (ACS) last
i1ssued guidelines for the early detection of breast cancer in 2003, A
guideline panel has reviewed this evidence and developed new
recommendations for women at different defined levels of risk,
Screening MRI is recommended fos women with an approximately 20
2525 or greater lifetime risk of breast cancer. including women with a

44 4 4 444 4o

recommend for or against screeming, including women with a persenal history of breast cancer, carcinoma in situ,
atvpical hyperplasia. and extremely dense breasts on mammography. Diagnostic uses of MRT were not considered to

be within the scope of this review.

4 INTRODUCTION

»

Tor

ABSTRACT

< INTRODLCHHON

GUIDELINE DENEEOPMIEN]
SLMMIARY OF RECOMVIMENDALIONS
BACKGROLND

IDENTIFICATION OF WOMEN WL
EVIDENCE AR RATIONALE
CONCLUSION

MCS HREAST CANCER VEVISNORY .
REFERENCES

»

Mammography has been proven to detect breast cancer at an carly
stage and, when followed up with appropriate diagnosis and treatment,
to reduce mortality from breast cancer. For women at increased risk of
breast cancer. other sereening technologies also may contnibute to the
earlier detection of breast cancer, particularly in women under the age
of 40 years for whom mammography is Jess sensitive. The American

44 444 0d

Cancer Society (ACS) guidelime for the early detection of breast
cancer, last updated in 2003, stated that wonmen at increased risk of

breast cancer might benetit from additional sereening strategies bevond those offered to women at i erage risk,
such as earlier mitiation of screening. shorter sereening imervals, or the addition of screening modalities (such as
breast ultrasound or magnetic resonance imaging [MRID other than mammography and physical examination.
However, the evidence available at the time was insufficient to justify reccommendations for any of these screening
approaches. The ACS recommended that decisions about sereening options for women at significantly increased
risk of breast cancer be based on shared decision making after a review of potential benefits, limitations, und harms
of different sereening strategies and the degree of uncentainty about cach.!

Although there still are himitations in the available evidence, additional published studies have become available

since the last update, particularly regarding use of breast MRI. The ACS guideline panel has sought to provide
additional guidance 1o women and their health care providers based on these new data.

4 GUIDELINE DEVELOPMENT

-~ TOP

The ACS convened an expert panei to review the existing early a ABSIRACT

« INTRODLUCTION

C GUEHDIELINE DENEEFOPNIENT
SUMVDMARY OF RECOMMENDATIONS
BACKGROLAND

IDENTIFFCATION OF WOMEN W{LH..
EVIDENCE AND RATIONALE
CONCLUSION

ACSBREAST OAMNCER ADMISORY L
REFERENCES

detection guidetine for wamen at increased risk and for MR screening
based on evidence that has accumulated since the last revision in 2002
10 2003, Literature related to breast MRI screening published between
September 2002 and July 2006 was identified using MEDLINE

¢ National Library of Medicine}, bibliographies of identified anticles,
and unpublished manuscripts, Expert pane) members reviewed and

4 €4 4

discussed data during a series of conference calls and a working
meeting in August, 2006, When evidence was insufficient or lacking, the final recommendations incorporated the

http://caonline.amcancersoc.arg/egi‘content/full/57/2/75 3:29/2007
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expert opinions of the pancl members. The ACS Breast Cancer Advisory Group members and the National Board of

Directors discussed and voted to approve the recommendations,

> SUMMARY OF RECOMMENDATIONS

TOr
ABSTRACT

INTRODUCTION

GUIDELINE DEAVELOPAIENT
CAUMMARY OF RECOMMEND AL IONS
BACKGROUAND

IBENTIFICATION OF AWOMEN WITH,..
EVIDENCE ANDDRATIONAE
CONCLENION

ACS HREAST CANCER ADAVISORY
HEFERENCEN

Table 1 summarizes the ACS recommmendations for breast MRI

screening.

L ]

LI I I B |

View this table: TABLF 1 Recommendations for Breast MRI Screening as an Adjunct to Mammography
{in this window]
[irna new window]

> BACKGROUND

MR!
MR] utilizes magnetic fields to produce detatled cross-sectional images
of tissue structures, providing very good soft tissue contrast. Contrast

10P
ABSTHACT
INTRODU CTHON
GUIDELINE DEVELOPAVIENT
STMAVIARY OF RECOMMENDATIONN
between tissues in the breast (far, glandular tissue, lesions, etc. ) * BACKRGROIND

IDENTIFICATION OF WOMENWITH..
EYIDENCE AND RATIONALFR
CONCLUSION

ACS BHREANT CANCEHR ADVISORY.
HEFFRENCES
results in images showing predominantly parenchyma and fat, and L e

[ O I

depends on the mobility and magnetic environment of the hydrogen
atoms in water and fat that contribute to the measured signal that
determines the brightness of tissucs in the image. In the breast, this

4 44 d

fesions, if they are present. A paramagnetic small molecular padolinium-based contrast agent is injected
intravenously to provide reliable detection of cancers and other lesions. Thus. contrast enhanced MR has been
shown to have a high sensitivity for deteeting breast cancer in high-risk asymptomatic and symptomatic women,
although reports of specificity have been more variable.”"® This high signal from enhancing lesions can be difficul
to separate from fat. leading to the use of subtraction images or fat suppression, or both, 10 assess disease. Because
parenchymal tissue also enhances, but generally more slowly than malignant lesions, and also because contrast can
wash vut rapidly from some tumors, it is important to Took at images at an early time point after contrast injection
(tapically 1 to 3 minutes). MR] examinations may involve examining images at one time point or, more often, will
collect a preinjection image with sequential sets of images after contrast injection (dynamic contrast-cnhanced
1DCE)-MR1). Both the appearance of lesions and, where available, the uptake and washout patiern can be used to
identify malignant disease and discriminate it from benign conditions.

These techniques, which have heen widely employ ed for assessing symptomatic disease, have recently been shown
to proside good sensitivity as a screening too) for breast cancer in women at increased risk based on family
history.”? ¥ Ihe approach requires appropriate techniques and equipment, together with experienced staff. Higher
quality images are produced by dedicated breast MRI coils, rather than body. chest, or abdominal coils.

IDENTIFICATION OF WOMEN WITH A HIGH RISK OF

’ BREAST CANCER

hitp:““caonhine.amcancersoc.org/ceifcontent/full/57/2/75 3/29:2007
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- JOP
Three approaches are available for identifying women with a highrisk || &« ABSTRAC!
v g b - it peRnetie fect] o a INTRODUCTION
of bn.a_st capc.cr. family }nstfmr) d.\!\t.‘?,‘imt.l_'ﬂ. :t__t.nCllC testing, and review || o ne INE DEA FLOPMEN [
of clinical history. All contribute to tdentifying women who are a SUMMARY QF RECOMMENDATIONS
candidl: . crecni RACKGROLAD
ales st MRI screening. a B

candidates for breast MRI screcning C IDENTIFIOVTION OF WOMESN WITH..

) ) ~ EVIDEME AND RATIONALE

Family History ~ CONCLLSLON

Although a high proportion of wemen in the general population have at|| ~ ;;EIP’?}E\(.;.}L‘;(,\ NCER ADY IS ORY ..
least one relative with breast cancer, for the majority of these women,

this “family history™ either does not increase risk at all {ie, the cancer was sporadic) or is associated w |th at most. a
doubling of lifetime risk (due to cither shared env ironmental risk factors or an inherited gene of low penetrance).
Only 12010 2% of women have a family history supgestive of the inheritance of an avtosomal dominant, high-
penetrance gene conferring up 1o an 80% lifetime risk of breast cancer. In some famslies, there is also a high risk of
ovarian cancer. Features of the family history which suggest the cancers may be due to such & high-penetrance gene
include 2 or more close (generally first- or second-degree) relatives with breast or ovarian cancer; breast cancer
occurring before age SO years {premenopausal) in a close relative; a family history of both breast and avarian
cancer: one or more relatives with 2 cancers (breast and ovanan cancer or 2 independent breast cancers), and male
relatives with breast cancer.! '8

Two breast'ovarian cancer susceptibility genes, BRCAS and BRCA2, have been identificd. """ Inherited mutations
in these genes can be found in approximately 50% of families in which an inherited risk is strongly suspected based
on the frequency #nd age of onset of breast cancer cases, and in most families in which there s a much higher than
evpected incidenee of both breast and ovarian cancer.

Several models can assist clinicians to cstimate breast cancer risk or the tikelihood that 4 BRCA mutation s present
(Online Supplemental Mateniad), The Gail, Claus, and Tyrer-Cusick models estimate breast cancer risk based on
family hiutur\' sotnetimes in combination with other rivk factors, such as reproductive history or prior breast
hiopsies. "1 % Although risk prediction is generally similar for the different models, anndividual woman's rish
estimate may vary with different models. s HF

Two decision models have been developed to estimate the Tikelihood that a BRC.A mutation is present,
BRCAPRO! % and the Breast and Ovarian Analysis of Disease Incidence and Carrier Estimation Algorithm
(BOADICEAY : the BOADICEA model also provides estimates of breast cancer nsk (Online Supplemental
Muteral)

Genetic Testing
The prevalence of BRC 4 mutations s estimated to be between 1,500 and 171, (00 in the general population” ¥
however, in women of Jewish ethnicity, the prevalence is 1:50.2%77 Women with cancer-predisposing mutations in
cither BRCAT or BRUA2 have an increased risk of both breast and ovarian cancer. From population-based studies.
women with BRC AT mutations are estimated to have a 65% risk by age 70 years for developimg breast cancer {95%0
confidence interval [C1]. 449 to 78%6); the corresponding risk for BRCAZ mutations is 45%6 (959 1L 31% t0
36%0). > Risks estimated from cancer-prone families seen in referral centers are higher, with imit of risk in the 85%0
to % r;mge,” These mutations follow an amosomal dominant pattern of transmission, which means that the wister.
mother, or daughter of a woman with a BRC4 mutation has a $0% chance of having the same mutation.

The benefits and risks of genetic testing are bevond the scope of this article, but are reviewed in thn Amenean
Society of Clinical Oncology policy statement update on genetic testing for cancer susceptibiline,” 7 Giemetic testing
for a BRC A/ or BRCA2 mutation is generally offered to adult members of familics with a known BRC A mutation, or
to women with at least a 10% likelihood of carry ing such a mutation, based on cither validated family history
criteria or one of the above-mentioned models. If a woman from a family in which a BRC4 mutation has been
previously identified does not have that mutation, one can generally safely conclude that her breast cancer risk is no

http:/‘caonline. amcancersoc.orgicgi/content/ full/37/2/75 3/29/2007
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hittp: Y

higher than it would huve been if she did not have a family history of breast cancer. However, ina high-risk family
without 2 known mutation, failure to find a mutation in a particular member does not reduce her risk estimate.

A high risk of breast cancer also occurs wih mutations in [h(. IP33 gene (Li-Fraumeni syndrome) and the PTEN
gene (Cowden and Bannayan-Riley-Ruvalcaba sy ndromes).* Accurate prevalence figures are not available, but
these conditions appear to be sery mrc.'u s

Clinical Indicators of Risk
Some clinical factors are associated with substantial breast cancer risk. Among women with Hodgkin discase,
increased breast cancer risk has been consistently and significantly associated with mantle field radiation treatment.
In several studies of women treated between 1955 and 1995, risk was inversely related 1o age at treatment in
patients diagnosed between the ages of 10 to 30 years, with only slight or no increased risk when diagnosis was
hefore age 10 years or after age 30 _\'-:ars;:“:""l Risk following treatment with radiation and chemotherapy was half
that of treatment with radiation alone in two studies.”?4 which may reflect the effect of chemotherapy on earlier
onset of menopause; risk was equivalent in a third study.** Risk of breast caneer significantly increased 15 to 30
vears after radation therapy. Y More recently. treatment approaches have used lower doses of radiation and timited-
field radiotherapy. In one study, which compared patients who received radiation therapy in 1966 to 1974 and 1975
10 1985, treatment in the fater timeframe was not related to increased risk of breast cancer afier a median follow up
of 13 years, whereas patients treated between 1966 and 1974 were al increased risk, suggesting that Hodgkin
disease survivors treated with current approaches wilt not face substantially increased breast cancer risk. ¥

Lobular carcinoma in situ (LCES} and anvpical lobular hyperplasia (ALH), together described as Jobular neoplasia,
are associated with substantially increased risk of subsequent breast cancer. with lifetime risk estimates ranging
from 10%5 1o 20%.%" This equates to a continuous risk of about 0.5%6 to 1.0% per year. The invasive cancers may be
ipsilateral or contralateral, are usnally invasive lobular cancers, and more than 50%% of these diagnoses ou.ur Mmore
than 15 vears after the original diagnosis of LCIS. Similar findings have been reported by Fisher et al ¥ describing
a 1 2=y car update of 180 women with LOIS who were treated with local excision alone and followed by the National
Surgical Adjusant Breast Project (NSARP), as well as Li et al, who deseribed the risk of invasive breast cancer
among -4190 L.CIS patients using Sunscillance, Epidemiology, and End Results (SEER Y data between 1988 1o
200177

A typical ductal hy perplasis {ADH) is part of the continuum of ductal proliferative breast discases ranging from
usual duetal hy perplasia to ductal carcinoma in situ (DC1S). The literature review by Arpino ¢t ar's sugpests a 4- to
S-fold inereased risk of invasive breast cancer (compared with a 6- 10 10-foid risk with LCIS) at a median follow up
of 17 years, which is doubled if the woman has an associated family histery of breast cancer. 11U is unclear. however,
what percentage of the women with this family history and ADH are at this sigmficantly increased risk because they
are carners of a BROAT or 2 gene mutahion.

Mammographic density has been shown to be a strong independent risk factor for the development of breast

BN several stidies, women with the maost breast density were found 1o have w 4- 10 6-Told increased risk

cancer.
of breast cancer. compared with women with the least dense breasts.”” “® For example, women with 75% or higher
mammographic density had a more than five-fold increased risk of breast cancer. compared with swomen with less

than 1% density.”” In addition, it has been shown that malignant tumors of the breast are more likels 1o arise in the

areas ot greatest mammographic density, compared with the more faity areas of the breast.™®

The absolute risk of contralateral breast cancer in women with a personal history of breast cancer is estimated to be
(5% 10 1% per year, or S%o 10 10°% during the 10 years following diagnosis, significantly higher than that of the
peneral pnp*.ll:liimﬁ_'iEJ Hormone therapy and or chemotherapy for the primary cancer is fikely te subsequently lower
the risk of contralateral breast cancer.

caonline.amcancersoc.org/cgi’content/ full/S7/2/75 372972007
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> EVIDENCE AND RATIONALE

Evidence of Efficacy from MR! Screening Studies
In the mid to late 1990s, at least 6 prospective. nonrandomized studies
were initiated in The Netherlands, the United Kingdom (LK), Canada,
Germany. the United States (US). and haly to determine the benefit of BACKGROUAD _
. i ) ) X . ased IDENTIFICNTION OF WOMEN WETH...
adding annual MRI to {film} mammoygraphy for women at Increase  IVIDENCE AND RAVTEONALE

risk of breast cancer. Some of the studies included ultrasound and or COMCLLSION
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clinicat breast examination. as well. Despite substantial differences in

4

—

paticnt population {age, risk, ete.) and MRI technique. all reported
significantly higher sensitivity for MR compared with mammography (or any of the other modalities). All studies
that included more than one round of sereening reported interval cancer rates below 10%e. Participants in cach of
these 6 studies had either a documented BRCAT or ARUA2 mutation or a very strong family history of breast cancer.
Some of the studies included women with a prior personal history of breast cancer.

Kricge ot al sereened 1,909 unaffected women aged 25 to 70 vears w ith an estimated 15% or higher lifetime risk of
breast cancer ( 19% proven to have a BRCA mutatien) at 6 centers across ‘The Netherlands ¥ Afier a median of 3
rounds of screening, S0 breast cancers (44 invasive) were diagnosed. Lighty percent of the invasive cancers were
detected by MR, compared with 33%s by mammography. Howcever, mammography outperformed MRI for
detecting DCIS. Of the invasive cancers, 43% were | em or smalier in diameter, and 33% had spread to axillary
lvmph nodes. The specificity of MR1 was 90%, compared with 95% for mammography.

1.cach ot al sereened 649 unaffected women aged 35 1o 49 years who had at feast a 256 Jifetime risk of breast
cancer §19%0 proven to have & BRCA mutation) at 22 centers in the UK. After a median of 3 rounds of s¢reening,
3% cancers (29 invasive) were diagnosed. Sensitivity of MRI was 77%, compared with 40%a for mammography, w ith
speciticitios of 81%0 and 93%. respectively. MR was most sensitive and mammography least sensitive for women
with BRCA ] mutations, Fortv-five percent of the cancers were 1 em or less in size, and 1420 had spread to axillary

I mph nodes. There were two interval cancers.

Warner et al screened 236 women aged 25 to 65 vears with a BRCA mutation at a single center in Toronte for up to
3 veurs and detected 22 cancers €16 invasive). 1% Sensitivity of MR) was 77%, compared with 360 for
mammography, with 30°% of the cancers 1 em or smaller, and 13% were node positive. There was one interval
cancer. Specificity was 95%q for MRI and 99.8%« for mammography.

K uhl et al sereened $29 women aged 30 vears and older with a lifetime breast cancer risk of at least 20%0 at g single
center in Bonn fur a mean of 3 }cars,}“ Thev detected 43 cancers (34 invasive), with 1 interval cancer. The

sensitiv ity of MREwas 91, compared with 33%6 for mammography. The node positive rate was 16%. Specificity
of both MRI1 and mammography was 97%.

The International Breast MR Consortium screened 390 women aged 25 vears and older with more than a 25%
lifetinie risk of breast cancer at 13 ¢entess (predominantly in the 18) on a single occasion. ¥ Four cancers were
found by MRE. and only one of these by mammography. However, because the paticnts were not followed after
sereening, the False-negative rate could not be determined. MRI specificity was 95%. compared with 98%6 for
mammography.

En a study in NMaly with 9 participating centers, Sardanclli et al screened 278 \mmm aged 25 vears and older: 27%
carried 2 BRC.4 mutation or had a first-degree relative with a BRCA mutation.'* After a median of 1.4 rounds of
screening. 18 cancers (14 invasive) were found. MRI sensttivity was 94%, compared with 89% for mammography,
65% tor ultrasound. and $0% for ¢linical breast examination. MR1 specificity was 99%..

htip:/'caonline.ameancersoc.org/egi’content full/57:2/75 3/29/2007
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Overall, studies have found high sensitivity for MR, ranging from 71% to 10{° 0 versus 16%0 10 0% for
mammography in these high-risk populations. Three studies included ultrasound, which had sensitivity similar to
mammography. The Canadian. Dutch, and UK studies™ ' reported similar sensitivity (7110 77°6) within Cls
for MRI. although the single-center study from Germany10 reported a higher sensitivity, which may reflect the
concentration of radiological practice and higher patient volume per radiologist at a single center. There is evidence
of a learning curve for radiologists conducting MR1 breast screening. with the number of lesions investigated falling
with experience.”” The three multicenter studies reflect the likely initial effectiveness of this modality in a
population conext. and it is expected that, with training and advances in technology, sensitivity will increase
further.

Table 2 provides a summary of these six sereening studies.

View this table: TABLE 2 Published Breast MR1 Sereening Study Results
Lin shis window]
[in a new window|

Most of the available data arc based on screening women at high risk due to family istory and or genenic
mutations. More recently, smaller studies have provided information on the potential benefit of MRI sereeming for
women with ¢clinical factors that put them at increased risk. Prefiminary data were obtained from one retrospeetive
study, in which Port et al®! reviewed the screening results of 232 women with biopsy-confirmed 1.CTS and 126
women with atypical hyperplasia (either ductal or lobutar). of whom half were screened with annual mammuography
and biennial clinical exams and half were also screened with MRE The women who were sereened with MRI were
vounger and more Tikely to have a strong family history. MRI screening offered a small advantage to patients with
ECIS, but not atvpical hs perplasia, and also resulted in increased biopsies: 6 cancers were detected by MR in §
women with LCIS (4% of patients undergoing MRI), and none were detected in women with atvpical hyperplasia.
Biopsies were recommended for 25%0 of MRI screened patients: 136 of biopsies had a cancer detecied. All of the
cancers in women screened with MR were Stage 0 to 1, whereas all of the cancers in women who were not screened
with MRI were Stage 110 [l Cancer was detected on the first MRIin 3 of § patients. The sensitivity of MR was
759, the specificity was 92%, and the positive predictive value was 1.3%.

Technological Limitations and Potential Harms Associated with MRI Screening
Although the efficacy of breast MR has been demonstrated. it does not achieve perfect sensitivity or specificity in
women undergoing screening. and as such, the issue of adverse consequences for women who do. but especially
those who do not. have breast cancer is important 10 address. As with mammography and other sereening tests, false
negatises after MRI screening can be attributed to inherent technological limitations of MRI, patient characteristics,
qualiny assurance failures, and human crvor; false positives also can be attributed to these factors, as well as
heightened medical-legal concerns over the consequence of missed cancers. A patient's desire for definitive findings
in the presence of a low-suspicion kesion may also contribute to a higher rate of benign biopsies. The consequences
of all these factors include missed cancers, with potemiaily worse prognosis, as well as anxiety and potential harms
associated with imerventions for benign lesions.

The specificny of MRLis significamly Jower than that of mammography in alt studies to date, resulting in more
recalls and biopsies. Call-back rates for additional imaging ranged from 8°s to 179 in the MRI screening studies,
and biopsy rates ranged from 3%o 10 155" ' However. several rescarchers have reported that recall rates decreased
in subsequent tounds of screening: prevalence screens had the highest false-positive rates. which subsequently
dropped 1o less than 16° 0. 202.8% Mot call backs ean be resolyed without biopsy. The call-back and biopsy rates of
MRI are higher than for mammaography in high-risk populations: while the increased sensitivity of MRI leads to a
bigher call-back rate, it also leads 10 a higher nurmber of cancers detected. The proportion of biopstcs that are

http://caonline.ameancersoc.org/vgi/content/full’57/2:75 32972007
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cancerous {positive predictive value) is 20°0 to 40°." 1 Since false-positive results appear ta be common, more

data are needed on factors associated with lower specificity rates.

Table X compares the likelihood of detection and follow-up tests for women whoe underwent screening MR and
mammography in two screening studies (Dutch and UK). The study populations differed. with the Dutch stuirdy
having a wider age group and lower risk category. compared with the UK sludy,o-” This affected both the
prevalence of cancer and the pick-up rate by modality in the two studies. These resuits, drawn from two trials.
demonstrate the relatively high recall rate in the high-risk population, as well as the fact that MR is a relatively new
technique. Despite the high number of recalls. because of the high cancer rate, the rate of benign surgical biopsy in
the UK study per cancer detected was similar to that expericnced in the population-based national breast screcning
cervice. Recalls will inevitably Jead to additional investigations, many of which will pot demonstrate that cancer is

present.

View this tahle: TABLE 3 Raics of Detection and Follow-up Tests for Screening MRI Compared with
[in this window] Mammography
[in 3 new window]

Given the high rate of vancer combined with the risk of falsc-positive scans in a high-risk population undergoing
MR [-baved screening. the psychological health of these women merits study. In a subgroup of 611 women in the
UK study. 89%% reported that they definitely intended to return for further screening, and only 1°6 definitely
intended not to return, However, 4% fonnd breast MR "extremely distressing.” and 47% reported still having
intrusive thoughts about the examination 6 wecks afterw ard .t

In a sample of 337 women from the Dutch study. pss chological distress remained within normal lumts throughout
screening for the group as a whole, However, elevated breast cancer-specific distress related to screening was found
in excessive (at least once per week) breast self-examiners, risk overestimators, and women closely involved in the
breast cancer case of a sister. Af least 35% of the total sample betonged to ene of these subgroups. It was
recommended that patients in one of these vulnerable subgroups be approached for additional psychulogical
suppon,("{

In a small sample of women from the Toronto study followed over a course of 2 vears, there was ne evidence of any
effect on plobal ansiety, depression, or breast caneer-related anxiety.™ In another sample of §7 women, almost $0%0
had ¢les ated baseline generad and or breast cancer-specilic anyicty, but in 77%0 of cases this was attributed by the
paticnts to life events. including refatives with cancer. A nonsignificant increase in general anxicty and breast
cancer-related anxicty. compared with baseline, was found in the subset of women recalled for further imaging or
hiupsie!:.'f'T Follow-up time is still insufficient 1o determine whether anyicty scores return 1o baseline ence the work

up his been completed.

There is a special responsibitity 1o alert patients to this technology. with its potential strengths and harms, and to be
encouraging, while allowing for shared decision making. The interplay between risks, benefits, limitations, and
harms is complicated by the fact that individual women likely will weigh these differently depending on their age,
vatlues, pereeption of risk. and their understanding of the issues. Steps should be taken to reduce anxiety associated
with screening and the waiting time to diagnosis. and conscientious efforts should be made to inform women aboul
the likelihood of bath false-negative and false-positive findings. How information is convey ¢d to the patient greatly
influences the patient’s respunse: it is important that providers not convey an undue sense of anxiety about a positive
MR finding. While the high rate of biopsies and further investigations is acceptable in women with  high risk of
hreast cancer. the number of such investigations in women at lower risk will be much higher than would be
appropriate. leading to the need to counsel women in lower risk categorics that MRE screening is not advisable and

hitp-“/eaonline. ameancersoc.org/cgt’'content/full/57/2/75 372972007
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that the barms are beliesed to outweigh the benefits. Such advice needs to be based on considerations of family
history, genetic mutation status, other risk factors, age, and mammographic breast density.

There are substantial concerns about costs of and limited access to high-quahty MRI breast screening sersices for
women with familial risk. In addition, MRI-guided biopsics are not widely available. With many communities not
providing MRI screening and with MRI-guided biopsies not widely available, it is recognized that these
recommendations may generate concemns in high-risk women who may have limited access to this technology.

The ability of MRI to detect breast cancer (both invasive and in situ disease) is directly related to high-quality
imaging, particularly the signal-to-notse ratio, as well as spatial resolution of the MR image. In order to detect early
breast cancer (i, small invasive caneers, as well as DCIS), simultancous imaging of both breasts with high spatial
resolution is favored. High spatia) resolution imaging should be performed with a breast coil on a high field magnet
with thin slices and high matrix (approximately 1 mm in-plane resclution). These technical parameters are
considered to he the minimal requirements to perform an adequate breast MRI study. The ability 10 perform MR-
guided biopsy is absolutely essential to offering screening MRI, as many cancers (particularly early cancers) will be
identificd only on MRL The American College of Radiology (ACR) is currently developing an accreditation process
for perfonming breast MRI, and. in addition to the performance of high spatial resolution images. the ability to
perform MRI intenvention (ie, needle tocalization and ‘or biopsy) will be essential in order to obtain accreditation by
this group. Accreditation will be voluntary and not mandatory. This guideline will likely be avalable in 2007.

There is a learning curve with respect to interpretation for radiologists. Published trial sites that experience a high
volume of cases are experienced. but community practice groups have reported call-back rates over 50% in the
majority of the studies that are interpreted. Experience and familiarity with patterns of enhancement. nonnal and
possibly abnomal, are thought to decrease recall rates and increasc positive bopsy rites. Fhe ACR acereditation
process will stipuliste 2 minimun number of exams that must be read for training purposes and a minimuin number
for ongoing accreditation. Sites performing breast MR T are encouraged 10 audit their call-back rates, biopsy rates,
and positive biopsy rates,

Cost-effectiveness
Only limited data are available on the cost-cfiectiveness of breast MR1 screening. One recent study modeled cost-
ctfectiveness for adding MRI to mammography screening for women of different age groups who carry a BRCAT or
BRCA2? mutation.™ The authors concluded that the cost per quality-adjusted hfe year (QALY) saved for annual
MRI plus film mammography, compared with annual fitm mammography alone, varied by age and was more
favorable in carriers of a mutation in BRCAT than BRCA2 because BRCA 1 mutations confer higher cancer risk, and
higher risk of more aggressive cancers, than BR(C42 mutations. ' Estimated cost per QALY for women aged 35 to
S4 vears was $535.420 for women with a BRCAT mutastion and $1 30.695 for women with a BRCAZ mutation. Cost-
effectiveness was increased when the sensitivity of mammography was lower, such as in women with veny dense
breasts on mammography: estimated costs per QALY were $31.183 for women with a BRC AT mutation and
$0% 454 for women with 2 BRC 42 mutation with dense breast tissue. The most important determinants of cost-
effectiveness were breast cancer risk, mammography sensitivity. MRI cost, and quality of life gains from MRI].

An evaluation of the cost-effectiveness of the UK study®” has determined that the incremental cost per cancer
detected for women at approximately 50°e risk of cusrying a BRCA gene mutation was $50.911) for MR combined
with mammography over mammography alone. For known mutation carmiers, the ineremental cost per cancer
detected decreased to $27.544 for MR1 combined with mammography, compared with mammography alone.
Analysis supporting the introduction of targeted MR screening in the UK for high-risk women70 identified the
incremental cost of combined screening per QALY in 40- to 49-year-old women as $14,005 for a BR(O A/ carrier
with a 31%a 10-year riskthe group in which MRI sereening is seen to be most effective; $53,320 for women with a
12%6 10-vear risk: and $96,379 for women with a 6% 10-year risk. For the 30- 10 39-1 ear-old age range. the
incremental costs per QALY are $29.275 for a BRCAT carrier with an F1% 10-y car risk and $70.054 for a women

cuonline.ameancersoc.orgicgi/content/full/57/2/75 372672007
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hll:'-:

with a % 10y ear risk. Based on these estimates, which are based on costs within the UK National Health Service.
MR1 screening will be offered 10 women at familial risk aged 30 10 39 years at a 10-year risk greater than 8%s, and
to women at familial risk aged 40 to 49 vears at a 10-year risk greater than 206, or greater than 12%0 when

mammography has shown a dense breast pattern.

Evidence Supporting Benefit of MR! Screening Among Women in Different Risk Categories
The guideline recommendations were based on consideration of (1} estimates of level of risk for women in various
categories and (2) the extent to which risk groups have been included in MR1 studies, or to which subgroup-specific
evidence is available. Because of the high false-positive rate of MR screening, and because women at higher risk of
breast cancer are much more likely to benefit than women at lower risk. sereening should be recommmended only to
women who have a high prior probability of breast cancer. There is growing evidence that breast cuncer i women
with specific mutations may have bielogical and histological feutures that differ from sporadic cancers. This may
result in observed variations in the sensitivity of MRI relative to mammaography in detecting cancer in women with
a BRCA mutation and those at high familial risk. but without mutations in these genes, !

Women at Increased Risk Based on Fammily History
The threshold for defining a woman as having significantly elevated risk of breast cancer is based on expert opinion.
Any woman with a BRCA! or BRCA2 mutation should be considered at high risk. The panel has not restricted its
recommendations only to ssomen with BRCA mutations because BRCA testing 1s not always available or
informative. and other risk indicators identify additiona) subsets of women with increased breast cancer risk. 1f
mutation testing is not available, has been done and is noninformative, or if a woman chooses not 10 undergo
testing, pedigree characteristies suggesting high risk may be considered. Very careful family history analysis is
required, using tools such as BRCAPRO.'#-7% Risk assessment is likely to ofTer the greatest potential benefit for
women under the age of 40 s ears, Table 3 provides examples of women with a family history indicative of moderate
and high risk. The online supplemental material provides guidance for accessing and using nsk assessment moddels.

Vicw this table:  TABLE 4 Breast Cancer Risks for Hypothetical Patients, [Based on 3 Risk Models
[in this window ]
fina pew window |

Women at increased Risk Based on Clinical Facltors
Additional factors that increase the risk of breast cancer. and thus may warrant carlier or more frequent screening,
include previous treatment with chest irradiation (eg. for Hodgkin discase), a personal history of LCIS or ADH,
mamtnographically densc breasts, and a personal history of breast cancer, as discussed above. There are htle datato
assess the benetit of MR sereening in swonsen with these risk factors. Women at increased risk or who are
coneerned about their risk may find it helpful to have their provider clarify the bases for MR sereening
recommendations. as well as areas of uncertainty. For some women, narmmography may be as effective as tor
wonten at average risk. and MRE screening may have §ittle added benefit. In contrast, mammography is less
effective in women with veny dense breasts, and MRI sereening may offer added benefit.

Women who have received radiation treatment to the chest, such as for Hodgkin disease, compose a well-defined
group that is at high risk. Although cvidence of the efficacy of MR1 screening in this group is lacking, it is expected
that MR1 screening might offer similar benefit as for women with a strong family history. particularly at younger
ages and within 30 vears of treatment. Because of the high risk of secondary breast cancer in this group. MRI
screening is recommended based on eapert consensus opinion.

While Hifetime risk of breast cancer for women diagnosed with LC1S may exceed 20%, the risk of invasive breast
cancer is continueus and only moderate for nisk in the 12 years foliowing local excision *® Only one MR1 screening
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study has included a select group of women with 1.CIS.%} which showed a small benefit over mammography alone
in detecting cancer. This benefit was not seen in patients with atypical hyperplasia. MR use shoudd be decided on a
cuse-by-case basis, based on factors such as age. family history, characteristics of the biopsy sample, breast density,

and patient preference.

Although there have been several trials reported luoking at the accuracy and positive predictive value of MRI and
mammography in wornen with high breast density, all of these trials have been conducted in women with known or
highhy-suspected malignancies within the breast.”| "4 To this point, there has been no Phase 111 randomized rial
reported that has shown a reduction in either mentality or in the size of diagnosed breast cancer when comparing

breast MRI with mammography in women with high mammographic density.

Seant data are avaitable for MRI screening of women with a personal history of breast cancer. In one study, MR
detected more cancers in women who had both a personal history and a family history, compared with women at
high risk based on family history alone.” " While women with a previous diagnosis of breast cancer are at increased
risk of a second diagnosis, the ACS pane} concluded that the estimated ahsolute litetime risk of 10%6 does not justify
a recommendation for MRI screening at the present time.

Limitations of Evidence from MRI Studies and Research Needs
Assiduons attempts were made to base recommendations on solid evidence. However, autcome data from screening
MRI studies are not sufficient to farm a solid basis for many of the recommendations. It was therefore necessary to
rely on available inferential evidence and expent opinion to provide the guidance needed for patients and their health

care providers.

Although the titerature shows very good evidence for greater sensitivity of MRI than mammography and good
evidence for i stage shift toward earlies, more favorable tumor stages by MRIin detined groups of women a
increased risk. there are suli no data on recurrence or survival rates, and therefore. lead-time bias 1 still a concern,
Further, a farge randomized, mortality endpoint study is unlikely 10 1ake place, and it will be necessary in the
foresecable future to rely on evidence of stage of discase and 1y pes of cancers. In the absence of randomired trials,

recurrence and survisal data will come from observational study designs.

The age at which screening should be initiated for women at high risk is not well estabhished. The argument for
carly screening is based on the cumulative risk of breast cancer in women with BRCA T mutations and a strony
family history of carly breast cancer. which is estimated to he 3% by age 30 years and 19%0 by age 40 years.”‘
Population-hased dista also indicate that risk for early breast cancer is increased by a family history of carly breast
cancer. '™ Based on these obsersations, some experts have suggested that breast cancer screening begin 510 10 years
hefore the earliest previous breast cancer in the family. In 1997, an expent panel suggested that screening be mitiated
at some time between the ages of 25 and 35 years for women with a BRCAS or BRCA2 mutation. . Because these
recommendations were based on limited observational data, the decision regarding when 1o initiate screening should
be based on shared decision making, taking into consideration individual circumstances and preferences. No data
are avaitable related to the effectiveness of screening wormnen hevond age 69 years with MR and mammography
versus mammography alone; most of the current data are based on screening in younger swomen, and thus, similar
investigations are needed in older age cohorts. For most women at high risk, screening with MR1 and
mammmography should begin at age 30 years and continue for as long as a woman is in good health.!

Most of the available dita are based on annual MRI screening: there 38 a lack of evidencee regarding shoner or
longer screening intervals. Further, while good data are available for the first screening exam tic. the "prevalent
screen”), considerably less data are available from subsequent screening exams (ie, "incidence screens”), and the
available data include relatively short follow-up times. Most studies of annual MR1 bave shown few interval
cancers. certainly fewer than with mammography . Given the probably shaner duration of the detectable preclinical
phase, vr sojoutn time, in women with BRCA mutations. MR has demonstrated superionty to mammography in this
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repard. Therefore, to the best of our knowledge, MRI should be performed annually. However, in view of data
suggesting that tumor doubling time in women with an inherited risk decreases with ape. 78 it is conceivable that
older women can safely be screened Jess frequently than younger women. The availahle evidence is limited. and

additional research regarding optimal screening interval by age and risk status is needed.

Some experts recommend staggering MRI screening and mammography screening every 6 months. The potential
advantage of this approach is that it may reduce the rate of interval cancers. Other experts recommend MR1 and
mammography at the same time or within a short time period. This approach allows fos the tesults of both screemng
tests to be interpreted together and reported to the patient at the same time. All of the clinical trials screened
participants with both MRI and mammography at the samme time. There 15 no evidence to support one approach over
the other. For the majority of wornen at high risk. it is eritical that MR1 screening be provided in addition to. not
instead of, mammography, as the sensitivity and caneer yield of MRI and mammeography combined is greater than
for MRI alone. However, where there is a concern about raised radiation sensitivity. it may be advisahle to employ

MR alone despite the overall Jower sensitivity.

[n order to pursue answers to some of the unresolved questions related to the use of MRI and mammography to
cereen women at increased risk, it is important to develop ereative strategics related to data gathering and study
design. Multicenter studies can result in greater efficiency in accumulating sufficiently large enough data sets in this
subgroup of women. Conventional study designs with randomization may prove difficult given the potential
advantage of adding MR1 to mammography in higher-risk groups, and thas, design strategics that utilize surropate
imarkers and historic controls may prove both more practica) and feasible. To move forward, we encourage the
development of a simple, common data collection protocol to capture information from the growing number of
centers thut offer MR1 and formal systems to collect outcome data. Because many insurers presenth cover MR1
screehing for high-risk women, it may be economicat 10 do prospective surveillance studies since screemnyg costs
are covered by third parties. A common surveilfance protocol could permit pooling of data, much like presently 1s
done within the framework of the National Cancer Institute’s Breast Cancer Surveillance Consortium. a
collaborative network of seven mammography registrivs in the United States with linkages 1o taror and or
pathology registries that was organized to study the delivery and qualits: of breast cancer sereeming and related
patient outcomes in the United States Y We also encourage seeking opportunities for broad international research

collaboration on study yuestions of common interest.

Sereral further clinical thiats of sereening women at increased risk of breast cancer are underway. ncluding an
international studs of MR1 and ultrasound in conjunction w ith the International Breast MRI Consortium and Cancer
Genetics Network, and the American College of Radiology Imaging Network (ACRINY 666 screening trial of
mammography compared with ultrusound. An amendment to the ACRIN trial, 6666, will sereen patients with one
round of MRE

4 CONCLUSION
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risk models vary and because each of the risk models is imperfect. - R:I-‘[-'.Rl-'.\('l'."i

Often no avatlable screening modality is uniquely ideal. For breast
MRI, there is an increasing body of observational data showing that
screening can identify cancer in patients of specific risk groups. e,
high-risk patients facing a lifetime risk of ~20-25% or greater related
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1o family histony as estimated by one or more of the different risk
models. We have specified a range of risk because estimates from the

Furthermore, these moedels hikely witl continue te be refined over me;
therefore, these risk estimates for diffesent family history profiles are Tikely to change. Thus, when estimating
patient risk 11 is impontant to alwan's be certain that the most current model is being used. In addition 1o family
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history. clinical factors as described earlier may be 3 relevant factor in individualized decisions about MRI
screening when family history alone does not predict a risk of approximately 20 23%..

Several studies has e demonstrated the ability of MRI screening 10 detect cancer with carly-stage tumnors that are
associated with better outcomes. While survival or mortality data are not available, MRI has higher sensitivity and
finds smaller wmors., compared with mammography, and the types of cancers found with MR are the types that
contribute to reduced mortality. 1t is reasonable to extrapolate that detection of nomnvasive {DCIS) and small

invasive cancers will lead to mortality benefit.

The guideline recommendations for MRI screening as an adjunct to mammography for women at increased risk of
hreast cancer take into account the available evidence on efficacy and effectiveness of MRI screening, estimates of
level of risk for women in various categories based on both family history and elinical factors, and expert consensus
opinion where evidence for certain risk groups is lacking. Ali of these groups of women shauld be offered clinical
trials of MRI screening. if available. Women should be informed about the benefits, limitations, and potential harms
of MR screening. including the likelihood of false-positive findings. Recominendations are condittonal on an
acceptable level of quality of MRE screening, which should be performed by experienced providers in facilitics that
provide MRI-guided hiopsy for the follow up of any suspicious results.
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Good afternoon, my name is Mariann Smith. | am the Administrator at Hope - A
Women's Cancer Center in Asheville. 1am here today to speak on behalf of our
petition for an adjusted need determination for one dedicated breast MRI
scanner in Buncombe County to serve residents in HSA 1

Approval of this petition will enable any eligible applicant the opportunity to
submit competitive Certificate of Need applications proposing the best plan for
addition of a dedicated breast MR scanner in Buncombe County.

Breast cancer is the most common cancer among women. The chance of
developing invasive breast cancer at some time in a woman’s Jife is about 1in 7.
For breast cancer, early detection saves lives. For example, almost 98 percent of
women wha are diagnosed with breast cancer in the carliest stage survive the
discase, whereas only 26 percent survive if the disease is diagnosed in the most
advanced stage. The opportunity for disease control and for reducing the
number of cancer deaths rests with prevention and carlv detection so that
treatment of the disease can be effective. This is the foundation of our petition
tor a dedicated breast MRI scanner in Buncombe County,

Hope is aware that the 2006 State Medical Facilities Plan included an adjusted
need determination for a dedicated and specialized breast MRI scanner. This
adjusted nced determination was the result of a petition submitted by Novant
Health. This petition was based on American Cancer Guidelines that were
released in 2003 stating women might benefit from additional sereening
strategtes bevond those offered to women at average risk.  However, new
evidence on breast MRI screening has become available since the American
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Cancer Society last issued guidelines in 2003. A guideline panel has reviewed
this evidence and developed new recommendations for women at different
levels of risk.

According to the American Cancer Society, women with a genetic predisposition
to breast cancer, and/or those with a famiiv history of the disease, should
undergo annual MRI screening along with routine mammograms.

Specific guidelines were released in March of 2007 identifying the women who
should have a breast MRI scan. These guidelines include:

¢ Those who are BRCA mutation carriers:

»  Women with first-degree relatives who are BRCA mutation carriers;

* Women with a 20% to 25% lifetime risk of breast cancer based on family
history;

*  Women who had radiation treatment to the chest between the ages of 10
and 30; and

¢ Women with specific genetic syndromes.

The guideline states that, for high-risk women, screening with MRI and
mammography should begin at age 30. These new guidelines demonstrate that a
much larger population can benefit from breast MRI screening compared to the
2003 guidelines. Based on the 2007 American Cancer Society guidelines,
geography and demographic data, a dedicated breast MRI scanner is of great
need for residents of Buncombe County and HSA 1.

I previously mentioned that one guideline for identifying women who should
have a breast MRI scan are those who are BRCA mutation carriers. The
prevalence of BRCA mutations is estimated to be between 1/500 and 1/100 in
the general population. This equates to approximately 445 Buncombe County
residents and over 2,700 people in HSA [ who could benefit from a breast MRI
scanner.

The guidelines also state that women with a 20% to 25% lifetime risk of breast
cancer based on family historv should have a breast MRI. According to the
American Cancer Society, 2% of women have a family history suggestive of
breast cancer inheritance. While 2% may sound nominal, this equates to as many
as 2,000 women in Buncombe Countv and 13,000 women in HSA L

I've only described two of the guidelines for selecting women who will benefit
from a breast MRI scanner. The guidelines outline five specific populations of
women for which evidence proves breast MRI can detect breast cancer. Our
petition, which will be submitted in August, provides greater detail regarding
these guidelines.

(]
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Based on the 2007 SMEFP, residents currently have access to dedicated breast MR
services in HSA 1L Residents in HSA 11T will have soon have access to dedicated
breast MRI services pursuant to the 2006 SMFP adjusted need determination.
Residents of HSA T do not have access to dedicated breast MRI services. It is well
known that it is very ditficult for residents of western North Carolina to travel
long distances for healthcare services. Furthermore, the 2007 American Cancer
Society guidelines identify a greater population of women who can benefit from
breast MRIL A dedicated breast MRI scanner is needed in Buncombe County to
serve HSA | residents.

Hope is a skilled women's cancer center experienced in treating women with
cancer such as breast, ovarian, and cervical cancer. We have provided women’s
healthcare services to patients of western North Carolina for over 14 vears.

Hope physicians are primary investigators for the Gynecologic Oncology Group
in western North Carolina. The GOG is the primary study group for women's
cancers in the United States. Hope is also a cooperative group with the
American College of Surgeons - Oncology Group and participates in breast
cancer trials. In addition Hope participates in other ¢linical trials through Cancer
Trials Support Unit which is a clearinghouse to facilitate enrollment in clinical
trials that are sponsored by other cooperative groups. The National Cancer
Institute (NCI) works with the GOG, other cooperative groups and most of the
major cancer centers to develop new treatments or fine-tu ning existing ones.
These changes usually lead to improving the standard of care.

Hope seeks to improve the standard of care in western North Carolina via an
adjusted need determination for a breast MRI scanner.

We feel there is a clear need for a dedicated breast MRI scanner in Buncombe
County. We hope vou will support us in this effort by approving this petition for
an adjusted need determination. Thank vou for providing me with the
opportunity to discuss this important issuce.
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Medical Facilities Planning Section
Division of Health Service Regulation N
2714 Mail Service Centcr AUG -4 2001

Raleigh, NC 27699-2714 Medical Faciliries

: o . Planning Section
Dear Mr. Elkins and members of the State Health Coordinating Cowntesl:

The Proposed 2008 State Medical Facilities Plan (SMFP) includes an adjusted nced determination for
four demonstration projects of one fixed multi-position MRI scanner each. For the following reasons,
NCHA recommends that the Council re-establish this need determination at the Jevel of two scanners that
was recommended by the Technology & Equipment Committee.

* To date no CON applications for this technology have been submitted, nor have any requests to
replace existing MRI equipment with this technology been filed. Given the apparent limited
interest in the technology, we recommend that the SHCC move cawliously by establishing fewer
need determinations, as it has with previous specialized MRI scanners. Establishing two
demonstration projects will enable a careful assessment of the clinical benefits and the utilization
and payer mix trends of the technology.

* The demonstration project, as described in the Proposed 2008 SMEP, places the four scanners into
the inventory afier the first year of operation. If paticnt volumes (or the upright scanner prove to
be low, a corresponding drop in the average scan volume per machine could inhibit the need for
additional full-service MRIs in the service area. Establishing two demonstration projects improves
the chance of succcss for cach of the upnight scanners while reducing the chance of a negative
impact to the MR service arcas where they are developed.

* Asa0.6T MRI system, the scanners field strength is lower than that of most equipment in the
state. Many of the lower-ficld smength MRI systems are being phased out by MRI1 service
providers in North Carolina.

* The recommendation of two scanners by the Technology & Equipment Committee already
exceeds the number requested by Governor Easley in the 2007 SMEP and is comparable to the
number approved prior demonstration projects.

Thank you for the opportunity to comment on the Proposed 2008 State Medical Facilities Plan and please
feel free 10 contact me jf you have questions

Sincerely,
L4 -
PAV S /A
Mike Vicario
Vice-President of Regwlaiory Affairs
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August 1. 2007

Good afternoon, My name is Ruben Fernandez. and I am here on behalf of myself. and of
Senator Galifianakis to comment on the allowance of four Certificates of Need for Upright MR]
machines.

First of all, I would like to than the Governor, Mike Easley. for recognizing the need for these
machines. Second. T would like to thank the Committee for recommending that four of them be
placed in this State. The way that our Certificate of Need process works relies on the hard work
of a lot of people. and it is only through them that the State of North Carolina can continue to
have state of the art medical facilities,

The upright MR1 has been recognized by the United States Military. and by Congress as an
important diagnostic tool. and for its invention. Dr Damadian was awarded the Congresstonal
Inventor of the Year award this year.

For those of vou here who are not on the Technology commuittee. these upright MRI machines
differ from the MRI machines that we currently have in North Carotina in that they can take
images of patients in all positions. not just lving down. but standing up. sitting. standing on their
heads, whatever. The great benefit of this is that they can take images of the human body while 1t
is under the stress of having weight put on its joints. spine. etc...

While these machines are not a replacement for the traditional MRI niachines we already have in
place. they do provide a specialized type of scans for doctors. like orthopedic surgeons. who need
to work on a patient’s spine or joints, or other parts of the body that niove and shift under load. It
is because these machines are speeialized that we need these Cenificates issued to place them. A
specialized MRI will always serve a smaller percentage of the population than a morc general
purpose MR, combine that with the fact that these MRI machines are not as protitable to
operate. and it is ¢asy 10 see why they have trouble competing tor a CON with the traditional
MRI machines that keep getting put in.

Right now. if my doctor wants to look at an MR! of my spine while I'mi standing up. I nced to
fly 10 another state W get it done. I don’t think that's the kind of medical service we want in this
state.

There are several Orthopedic eenters in North Carolina who want access to these machines.
Some of them have already tries to put then in. they just need a Certificate like the one proposed
to be issued so they can put them in.

With that. I thank you for your time.
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Dan A. Myers, M.D.

Chairman. North Carolina State Health Coordinating Council
¢/o Medical Facilities Planning Section

Division of Health Scrvice Regulation

701 Barbour Drive

Raleigh, North Carolina 27603-2008

Dear Dr. Myers:

[ am writing in regard to the demonstration project for four fixed multi-position MRI
scanners contained on page 139 of the Proposed 2008 State Medical Facilines Plan
(SMFP). I am recommending this section of the proposed SMFP be changed to include
only two multi-position scanners (one for each side of the state). The rationale for this
recommendation is summarized below:

a

After carcful review of the key issues and position outlined by Axiom Imaging in its
petition 1o include onc scanner in each of the state’s HSAs, Medical Facihties
Planning staff rccommended to the Technology and Equipment Cominittee that one
such secanner be placed in the 2008 SMFP. After its consideration, the Technology
and Equipment Committce recommended two  scanners statewide. My
recommendation is congruent with the direction provided by the Technology and
Equipment Committee.

On May 30. the SHCC voted to increase the Technology and Equipment Commitiee
recommendation from two scanners to four. During this SHCC meeting. I do not
believe the members of the SHCC had full and complete knowledge of the facts
surrounding this technology as follows:

» Based on our rescarch, the manufacturer of the demonstration scanncr 1 Fonar.
To date. it appears Fonar has sold approximately 120 scanners worldwide over
the past eight ycars. With the proposcd demonstration project as ts, North
Carolina is proposing to add three percent to the worldwide market inventory

PPOY Bos 32861 » Charlotte, NC 282322801 » T4-355-33468
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for this particular scanner. These data points provide insight into the magnitude
of placing four scanners in the SMFP in a single year.

» The proposed scanner is a 0.6T MRI system. Image quahty for this particular
scanner is noticcably inferior to 1.5T and 3.0T systems. The current
replacement market for MRI in North Carolina is showing a high preference for
advanced versions of 1.5T MRI systems and a growing installation of 3.0T MRI
systems. (06T scanners and similar lower field strength MRI systems have been
or are being phased out by several owners of this equipment in the state.

e Four multi-position scanners represent a 36 percent increase in the total number
of MRI scanners in the 2008 SMFP as the proposed SMFP alrcady shows the
nced for 11 fixed scanners statewide. On a comparative basis, adding four
additional scanners in a demonstration project appears significantly aggressive
as four of 15 additional scanners are arbitrary in nature versus the 11 scanners
that arc hased on the need methodology formula. It is noted there is no
prohibition against proposing an upright MRI scanner in response to the 11
scanners already cited as needed in the plan.

e It is also noted that the multi-position scanner proposed n the demonstration
project has been available for sale in North Carolina for the past six years.
During this period, a total of 77 addiuonal fixed MRI scanners have been
approved under the state health planning process (2002-2006 SMFPs). During
this period of time, no physician practice, imaging center or hospital has
purchased the multi-position scanner proposed in this demonstration project.

00 Including two scanners in this demonstration project will allow the state to evaluate
the benefits and the utilization and payer mix trends of the project before additional
seanners of this type are placed in the SMFP. This approach is more consistent with
how the state has handled the past three MRI demonstration projects, including
breast, extremity and pediatric, whereby only one scanner was available under the
initial demonstration.

We appreciate the opportunity to offer these comments as you. your staff and the SHCC
work to finalize the 2008 State Medical Facilities Plan over the next several months. If
you should have any questions regarding the above information and comments, please
give me a call.

Sincerely,

204

F. Del Murphy, Ir.
Vice President
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SHCC Public Hearing Presentation Comments for
Support of Adjusted Need Determination for 4 Demonstration
Projects for Multi-position MRI Scanners

Presented by Charles Wilson, Chief Executive Offrcer
Triangle Orthopaedic Associates DFS Heaith Plasing
Drrliam, North Carolina RECEIVED

July 24, 2007

Medical Facilinies
Planning Section

Good afternoon, my name is Charles Wilson and I'am the Chief Executive
Officer for Triangle Orthopaedic Associates. 1am here today to speak in
support of the adjusted need determination published in the Proposed 2008
State Medical Facilities Plan, for four demonstration projects for multi-

position MRI scanners to be located in western and eastern North Carolina.

As has been discussed and debated by members of the SHCC's Technology
and Equipment Committee in meetings this past winter and spring, recent
studies have concluded that imaging of the spine in the erect standing and
seated positions adds significantly to the diagnostic ability of MRI. We note
as significant that Governor Michael Easley, in approving the 2007 State
Medical Facilities Plan, specifically requested the SHCC to study the need
for an upright MRI scanner, and consider including such a need in the 2008

SMED.




Fricngle Orthopacdic Assocuues
Supyprort for MEE Adsted Need Degermnation

The upright, multi-position MRI scanner is a fast scanning, high-resolution
whole body imaging svstem operating at 0.6 Tesla. Also known as the
“Stand-Up MRI”, it is the only whole-body scanner with the ability to scan
patients in a multitude of positions, including in weight-bearing positions
and in the positions of symptoms or pain. The intent of allowing CONs for
multi-position MRI scanners is to benefit patients for whom conventional
MRI scans have proven uninformative as to their ailments, as is often the
case for thuse who experience back and joint pain when standing, sitting or
moving, as opposed to simply lving down. The diagnostic information
vielded by the upright MRI scanner offers superior ability to obtain
accurate diagnoses when compared to recumbent imaged obtained by
conventional MRI scanners. Qur orthopedic physicians, who deal with the
spine and its injuries, envision real benefits to patients from this
technology, and are anxious to see this imaging technology in North
Carolina. A multi-position MRI scanner gives a more accurate diagnosis of
the spine and joints in the actual positions that cause pain. This allows for
a more accurate diagnosis of the problem, and enables a higher success rate

for orthopedic surgery.

In addition, claustrophobia is a major deterrent to having an MRI scan for a
significant portion of the population. Barring sedation, many patients

scheduled for MRI scans in conventional scanners cannot complete the

g




Fewngle Orvthopaedic Assoctates
Suppert tor MR Adisted Need Deternnation

procedure due to claustrophobia.! A multi-position MRI scanner removes
barriers that discourage or prevent claustrophobic individuals from having
necded MRI scans, by providing the scans in an open environment, as
opposed to being scanned in a tight cylinder, as is the case in a

conventional MRI scanner.

As the SHCC already knows, the multi-position MRI scanner has gained
acceptance throughout the United States, including in all the states
surrounding North Carolina. Virginia has three, and Georgia, Tennessee

and South Carolina cach have one such scanner.

Given competitive realties of fixed MRI reviews, it is extremely difficult for
specialized MRI scanners (like an upright MRI scanner or an extremity MRI
scanner) to serve as many patients as a general use scanner. Therefore, in a
competitive MRI review, a specialized MRI scanner can be considered by
the Agency to be a less effective alternative compared to a general use MRI
scanner. Inclusion of this adjusted need determination in the Final 2008
SNMFEP will enable North Carolina residents to have access to equipment
that is demonstrated in other states to have significantly better ability to
visualize pathology compared to recumbent MRI imaging. Failure to
allow the use of this technology in North Carolina may increase long-term

health costs, because existing equipment is more likely to mask pathology

' Journal of European Radiology . Vol 3, Issue 4, August 1993




Friangle Orthopacdie Associates
Support tor MR ddnated Need Deterannation

in recumbent imaging (especially spinal images). North Carolina residents
have a high frequency of back surgeries. Unfortunately, thereis a
relatively large number of failed back surgeries in our State. As I stated
previously, our physicians believe that upright imaging is needed to best
obtain the correct diagnosis. The resulting improved diagnostic imaging

will lead to better surgical and non-surgical care of our patients.

TOA features a clinical research program dedicated to the advancement of
orthopaedic and musculoskeletal medical care through clinical rescarch
and education. Qur research is directed toward studying new medications
or devices which are intended to improve the quality of or the availability
of a treatment for a given disease or symptom. The objectives of clinical
outcomes data and information are intended to support, or oppose, new
methods of treatment, and to determine what new technology provides the

best treatment options for patients (for example, upright MRI scanners).

As already determined by the SHCC when it included the adjusted need
determination in the proposed 2008 SMFP, there is clearly a need for multi-
position MRI scanners in North Carolina. Furthermore, TOA, along with
other healthcare providers, already have the resources in place to make
excellent use of such upright scanners. We hope the State Health

Coordinating Council will help our North Carolina patients by going,
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ahead with the proposed plan to allow four upright MRI Scanners. Thank

vou for providing me with the opportunity to discuss this important issue,
\ & )

R
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Mr. Robert J. Frizgerald. Director Planning Secrion
Division of Health Service Regulation

Medical Facilitics Planming Section

2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Mr. Fitzgerald:

I am respectfully submitting our comments with regard to the demonstration
project for four fixed multi-posttion MRI scanners in the Proposed 2008 State
Medical Facilities Plan (SMFP). We appreciate the opportunity to offer these
comments as you finalize the 2008 State Medical Facilities Plan over the next
several months.

1S4

[

Demonstration CON's in North Carelina have historically been limited to
one device; authorizing two is more than customary. It is felt that four
stmultancous CON’s would support a scparate regunlatery class of MR, not
a demonstration project. There is a lack of support for multiple projects
based the available market and clinical evidence. Our opinion rests that no
demonstration project is needed, but if the state wishes to proceed, the
study project should limited to one application in 2008, and a second in
2009. This would give prospeetive demonstration project applicants the
opportunity to compete for the first unit; then refine their applications for
the second 1f desired. This approach would foster better crafted proposals.
potentially adding to the value of the project data.

The argument that this s a vital technology which North Carolina patients
nced to access 1s unproven. The Axiom petition offers an emotional appeal
which sounds good. but lacks scientific evidence. There is no literature to
support actual improved patient outconies over current evaluation and
treatmienit techniques. What supporting literature 1s available can be
charactenzed as anccdotal. Evidence based medicine 1s now the review
standard. Several rigorous miedical policy review documents are available,
all of which conclude that available evidence is poor.

The Axiom petition cites literature generated by individuals associated
with the only qualified vendor, Fonar. The cases cited would all be
identificd by existing evaluation processes. The unspoken implication is
that more patients can be identificd as surgical eandidates, and helped by
that surgery. and that these patients would otherwise go on needlessly
suffering. No evidence is for the reducing the nced for surgery is offered
as benefit of using the technology. No actual cost savings are claimed or
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documented. Using the logic offered in the petition. and then applying
known surgical outcome statistics in the same manner as the petitioners
use to justify their application. would indicate the potential improvement
in paticnt outcomes is well below 1%. 1f that.

We feel it is appropriate that Demonstration Upnight MRI be excluded
from the regular MR inventory in the year it 1s installed, but become a
regular part of the inventory for it’s location in subsequent years.

Upright MRI should be regulated as a standard MR1 system and be
capable of competing in the market place on its on merits. There should be
no special regulatory categories or statuses created.

The Demonstration unit cannot be replaced with another MRI unit for a
minimum of 5 years. These units have to offer equal and unprejudicial
access to all spinal surgeons. As a practical matter. a unit under the
control of one physician group or hospital system will not rcadily be
utilized or supported by competing physician groups or hospital systems.
In addition. Medicare anti-kickback and Federal “Stark™ rules should
govern all referrals to the demonstration systems, regardless of payer
status. public or private. Violations of this could result in revocation of the
project CON.

There are ample opportunities for cither new applicants or an existing site
to replace an existing unit with an Upright MRI system. To date, no
conversions have been proposed or have occurred. However, regardless of
what form the proposed denmonstration project takes, existing operators or
future applicants for CON’s can clect to adopt or proposc upright MR
systems at any time under the existing regulations. There is no substantial
bharricr to the adoption of this technology other than its own intrinsic
gualities.

The current replacement market for MR in North Caroelina is showing a
high preference for advanced version of 1.5T MR systerns, along with a
growing number of installed 3.0T systems. (16T and similar lower field
strength systems have been, or are being phased out by current owners of
this equipment 1 North Carolina.

There are 120 Fonar systems installed worldwide after more than § years
of purchase availability. There arc no current Fonar installations in North
Carolina. This project proposes to add three percent to the world installed
base and most Iikely more than 20% of FY 2007 sales.

The Fonar 0.6T MR system cnjoys all of the advantages and limitations of
a lower strength MR system. Image quality is noticeably inferior to 1.5T
and 3.0T systems. The image plane thicknesses used arc usually greater
than at 1.5T in order to reduce image noise and improve image
appearance. This creates small lesion resolution issues, particularty in the
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cervical and thoracic spines. Symptomatic small disc herniations can be
missed, along with small spinal cord lesions.

Low field MRI systems exanminations can last as much as 3 tmes as long
as high ficld systems. This results in an increase 1n the likelihood of
patient motion, thereby adding to the inaccuracies of a low ficld system.

. Upright MRI may offer limited value in flexion-exiension MRI, which

presents a challenge in typical 1.5T and 3.0T systems.

. Some operators accept lower image quality images to reduce cxamination

times and increase patient throughput.

Histoncal demonstration projects focused on Breast, Orthopedics, and
Peds have been approved on a singular basis and have limited the
approved applications appropriately. Given that the only compelling
rationale offered by the proponents of this technology support this
demonstration project has been for spinal imaging, each demonstration
project MRI should be limited to only performing spinal imaging during
this project duration. This should not cause a comniumity hardship since
there is presently no evidence to indicate any significant access problems
for MRI services in the HAS. Limiting imaging on this demonstration as
well would maximize the date value of the Upnight MR Demonstration
Project. Such a qualification is both desirable and appropnate given the
nature of the project.

. An alternative spinal axial loading dcvice that can be used m current

instatled conventional MR systems in the state ¢xists and can be readily
obtained and employed if current or future operators so desire. The
arguments that upright MRI systems the only ways to evaluate the Jumbar
spine under axial loading conditions are not enurely correct. Tlis spinal
axial loading device, titled the Portat Gravity System, Portal Medical,
l.ogan Utah, is available for purchase. There is a paper validating that this
device effectively simulates upright imaging results. Like upright MRI,
this approach lacks compelling outcomes evidence at this time.

. There is no evidence to support the value i imaging post opcerative spinal

patients in an upright position.

. An application for a unique CPT code for upright MRI was received by

the CPT Editorial Panel and denied duc to a lack of compelling evidence.

. The sales hitcrature cites that placing a patient in a position that rccreates

their pain can assist in the localization of abnormalitics that may not be
seen in a recutnbent state. The patient pain stimulus would most likely be
a reason for motion during the long cxam times ¢xhibited on low field
svslems.
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Orthopedic work will be marginal similar to open MRI technologv. Lower
field strength limits accuracy, tmage quality. Likewise, the ability to offer
upright imaging in orthopedics has Iinited utility and greatly increases the
probability of patient motion.

Extensive research along with current clinical Breast Cancer imaging
supports a temporal approach unattainable with low ficld systems.

. Intra and Extra-cramal blood flow dynamics do change in an upright

posture. Again, this may offer imited utility as an adjunct imaging
procedure. More research s need in this area.

. Facility nust operate a minimum of 66 hours per week.

. There should be full disclosure of the MR system and sitc ownership

including names of all physician investors and their relatives. Also,
disclosure of any consultant payments, lease arrangements, and assigned
billing arrangements.

. Annual reports should be made to the CON and Mcdical Faciliues

plannintg Section reporting:

- The numbcr of exams pcrformed tn an upright position.
- Total number of exams.
The CPT code data for all performed exams.

- Patient payer mix of insured, under-insured, and un-insured.

- Refermng doctor and patient origin data.

- Itemized billing with specifically identified technical and professional
charges and who provided those services as actually subnutted for
payment.

- Facility revenue and operating cxpenses.

Sincerely,

CHARLOTTE RADIOLOGY, P.A.

Mark D. Jensen
Chief Operanng Officer

MDJ:s
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The 2008 State Medical Facilitics Plan proposes a demonstration
project consisting of four 4 multi-position, fixed site MRI scanners placed
throughout North Carolina. This proposed demonstration project is in
response to a petition filed by one for-profit corporation, Axiom Imaging.
Axiont imaging is a Las Vegas. Nevada corporation.

The 2007 State Medical Facilities Plan rejected the multi-position
MRI demonstration project. We are perplexed to see this demonstration
project appear again in the proposed 2008 State Medical Facilities Plan.

This demonstration project is an end run around the well-established
need determination process under the guise of medical research.
Additionally. the demonstration project flies into the face of the proposed
2008 State Medical Facilities Plan. The plan states that there is no need tor
additional, tixed-site, open or closed MR machines in North Carolina.

The multi-position MRI machines called tor by this demonstratton
project are sold only by Fonar Corporation of Melvilte, New York. The
major MRI manufacturers such as General Electric and Siemens have
rejected this multi-position design.

Although Fonar MR equipment has been available to all MR
providers in North Carolina for years, no Fonar MR1 machine is installed in
North Carolina. The market place, reflecting the needs of North Carolimans,
has rejected multi-position, Fonar MRI machines due to poor image quality,
cost and other impracticalities.

North Carolina MRI tacilities include not-for profit research
institutions, non-profit community hospitals, for- profit national corporations
and for-profit community medical groups. These varied entities cover a
broad spectrum of imaging needs. All have rejected the Fonar multi-
postttonal MRI. .




The purported necessity for the demonstration project is for imaging
the spine under load. This argument is specious as a validated spinal loading
device 1s currently available for existing MRI machines. This accessory
placed on an existing, standard, open or closed MRI achine can provide
mgher quality diagnostic information at less cost.

This demonstration project will not provide useful efficacy data.
However, it will increase state medical expenditures. Most importantly, it
has potential to harm health care consumers. The only beneficiary of this
demonstration project is Axiom Imaging, a for-profit corporation based in
Las Vegas.

It a useful demonstration project is truly desired, a single multi-
position MRI machine should be placed within and under complete control
of an academic research center such as Duke or UNC-Chapel, in inumnediate
viciity of several other competing MRI machines. The demonstration
project should specify the testing of well-defined, niedically relevant
hypotheses and study results should be published in respected, peer-
reviewed Journals.

The demonstration project proposed by Axiom Imaging for the 2008
State Medical Facilities Plan is disingenuous and simply a ruse to
circumvent the well-established necd determination process of North
Carolina.
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MedQuest Associates, Ine.'s “iog ngnp
SHCC Public Hearing Comments o T SEcigy .
Regarding the Adjusted Need Determination e
For 4 Demonstration Projects for Multi-Posinon MRI Scanners ST

August 1. 2007

MedQuest Associates, Inc. "MedQuest™) is one of the country’s leading independent
outpaticnt imaging providers. It operates more than 90 outpatient imaging centers in 13
states including 14 facilities in Nerth Carelina. For more than a decade. MedQuest has

actively been involved in the evaluation and selection of MR scanners tor its facilities.

The multi-position MRI (*“upright”} scanner does not represent cutting edge technology
as somie would have the State of North Carolina believe. This technology has been
available in the commercial marketplace for several years: thus. providers in North
Caroling have had ample opportunity 1o replace existing systems and:or tile Certiticate of
Need applications for “upright”™ scanners. Further, the “upright” scanner is 2 0.6 Texla
system. which provides it no specific image quahty advantages over 0.7 Tesla open
svstems or 1.5 Tesla and 3.0 Testa closed bore systems. None of the medical teaching
tacilities in North Carolina have filed applications or petitions for “upright™ scanners,
indicating that the unique aspects of the unit are of limited chnical value and do not
warrant a speciat elinical “demoenstration”™. Finably, the mutti-position MR scanner
proposed does not require a umgue CP1 code., which means it has not received any

special designation by the CPT Editorial Panel,

I'or the wbove reasons, MedQuest does not believe that the State Health Coordinating
Council should even approve one demonstration project tor a multi-position MR
scanner. much less four scanners of this type. MedQuest believes that the primary intent
of this request is to acquire additional MRI scanner capacity outside ot the normal MR
methodology Any current provider of MRI services has the ablity to upgrade or replace
an existing MRI scanner. To date, none of the MR providers in North Carolinig has
chosen to acquire this type of MRE scanner through that process. Current providers and

apphaints for MR serviees also have the opportunity through the CON process to
DFS Healthy
RECEIVED
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proposc a multi-position scanner in a normal CON review. There is no need for a

demonstration.

If the SHCC decides to proceed with a demonstration project. then MedQuest requests

that the SHCC consider the following:

1. Limit the demonstration project to one multi-position scanner for the

State.

This request is consistent with prior demonstration projects such as the dedicated

breast MRI scanner and pediatric MRT scanner.

2. L.imit the use of the multi-position seanner to spinc-only studies and in

an upright position.

Since the petitioner has arguned that the purpose of the multi-position scanner is 1o
allow patients in need of spine studies to stand upright during the exam. then the
approved apphicant should be hmited to these studies. This is consistent with the
theory of allowing demonstration projects and with the requirements previously

made of the dedicated breast MRT scanner and pediatric MRI seanner.

KR Do not allow the provider to replace the multi-position scanner with a

conventional fixed or mobile MRI scanner.

[n erder to prevent demonstration projects from becoming a leaphole method tor
obtamng a fixed MRI scanner, the SHCC should mandate that a provider
approved for this demonstration project cannot replace the multi-position seanner
with a4 convenuional fixed or mobile MRI scanner. If the scanner becomes
obsoelete after tive or ten years and the provider cannet replace the equipment with
another multi-position scanner. then it shoukd be reguired to relinquish s

cerhficate ot need for the project.




Thank you for the opportunity to comment on this 1ssuc.

) f
?{)’U;-’;Lé 8! CU/k
Bruce Elder
Vice President, Development
MedQuest Assoctates, Inc.
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Mr. Robert J. Fitzgerald, Director
Division of Health Service Regulation
Medical Facilities Planning Section
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Mr. Fitzgerald:

[ am writing to reiterate the concern Carolina’s liealthcare System has expressed with
respect to the proposed demonstration project for four fixed multi-position MRI scanners
contained on page 139 of the Proposed 2008 State Medical Facilities Plan (SMFP). I am
also recommending this section of the proposed SMFP be changed to include only two
multi-position scanners (onc for each sidc of the state). Including two scanners in this
demonstration project will allow the Statc to evaluate the benefits, utilization and payer
mix trends of the project before additional scanners of this type are placed n the SMFP.
This approach is more consistent with how the State has handled the past three MRI
demonstrazion projects, including breast, extremity and pediatnic, whereby only one
scanner was available under the initial demonstration.

The rationale for this recommendation as summanzced by Carolina’s Healthcare System
includes the following points:

e Our recommendation is similar to thc original direction provided by the
Technology and Equipment Committee to include one scanner to represent cach
of the three eastern and three western HSAs, which would equate to only two
scanners statewide.

¢« On May 30, the SHCC voted to increase the Technology and Equipment
Committee recommendation from two scanners to four. Dunng this SHCC
meeting, 1 also believe the members of the SHCC did not have full knowledge of
the facts surrounding this tecknology as follows:

o Based on our research, the manufacturer of the demonstration scanner 18
Fonar. To date, Fonar has sold only 120 scanners worldwide over the past
cight years. With the proposed demonstration project as 1s, North

Wake Forest University Health Sciences
North Carolina Baptist Hospital

Medical Center Boulevard * Winston-Salem, North Carolina 27157
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Carolina ts proposing to add three percent to the woridwide market
inventory for this particular scanner.

The proposed scanner is a 0.6T MR system. Image quality for this
particular scanner 1s noticeably inferior to 1.5T and 3.0T systems. 0.6T
scanncrs and simijar lower field strength MRI systems have been and/or
are being phased out by several owners of this equipment in the State.

It is also noted that the multi-position scanner proposed in the
dcmonstration project has been available for sale in North Carolina for the
past six years. During this period of time, no physician practice, imaging
center or hospital has purchased the multi-position scanner proposed in
this demonstration project.

I appreciatc the opportunity to offer my recommendation and comments to you as your
staff and the SHCC work to finalizc the 2008 State Medical Facilities Plan over the next
several months. If you should have any questions regarding the above information and
comments, please feel free to call mc at (336) 716-5097.

Sincerely,

Py R et

Michael L. Freeman
Vice President, Strategic Planning

#1003
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Comments on the petition for an upright MRI
Proposed NC 2008 SMFP

David C. Clark MD
Greensboro Radiology

Planning Section July 20,2007

The proposed demonstration project for upright MRI is opposed for the following
TCasons.

T-J

sk

There is a lack of scientific evidence showing improved patient outcomes or more
accurate diagnosis using an upright MRI as opposed to the current standard MRI
systems. The Axiom Imaging Petition claims a "Failed Back Syndrome” of 5% to
40%, following spine surgery. and implies that their upright MR would Hprove
this rate, but provide no evidence to support this claim. The Axiom petition
claims that North Carolina residents arc being harmed by lack of access to this
technology. but upright MRI equipment has been available for 8 years and no
units bave been purchased in North Carolina which speaks to lack of demand for
this technology in the marketplace. Upright MRI should be regulated as any other
MRI system is in North Carolina. There are hundreds of orthopedic surgeons in
North Carolina. none provide written support for this technology in the petition.
The criteria for approving demonstration projects for MRI has not been defined.
This opens the door for vendors and providers to lobby to obtain pro fitable
technology outside the current CON process. Without written criteria, the DFS
runs the risk of creating a precedent for requests for multiple future demonstration
MRI projects based on vendor and medical provider financial gain, rather than
improvements in public health. Without clarity of the rulcs, it is likely that future
demonstration project requests will appear with minor variations from current
technology. as a means to get new magncts in the marketplace. I suggest that this
and future MRI demonstration project requests be suspended until written criteria
are developed that specify:

a. Criteria for making a petition for a demonstration project for MRI

b. Criteria for approval for the demonstration projects

¢. Data to be coliccted and how this data will be used 1o make future decisions
Petitions for MRI demonstration projects based solely on technology vanations
should be dented. Technology is constantly changing, and today's latest and
greatest technology may be obsolete by the time the demonstration project 1S
operational.

The petition for upright MRI should be disapproved because there is no evidence
that it will benefit the health of North Carolinians. The primary beneficiary of this
technology will be the vendor sciling the product as there is only one vendor
producing this equipment, and the provider of the service. The vendor should
compete in the marketplace for sales, through the replacement process of existing
MRI units.

P H
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6.

Upright MRI is a one trick pony. Its only proposed benefit would be to perform
MRI under upnight axial loading conditions. However, it is a 0.6 Tesla unit which
inherently has longer scan times and inferior image quality than a standard 1.5
Tesla unit. This combined with upright scanntng is likely to have a higher
incidence of patient motion. Therefore, if the upright MRI demonstration project
1s approved, I recommend that the only procedure performed on the scanner is
upright imaging in order to gather data to make future determinations regarding
the vahdity of the technology. Limiting imaging on the demonstration MRI to
upright imaging is appropnate and consistent with prior restrictions placed on
breast and pediatric CON demenstration projects. It would also prevent
suhstandard imaging on equipment that could he better performed on existing
high field technology.

There is not a unique CPT code for upright MRI. This was submitted to the CPT
Editorial Panel but dented, Without a unigue CPT code, this procedure is
considered experimental and may not be reimbursed by some carriers.

Insurance companies and Medicare are attcmpting to reduce imaging utilization;
the upright MRI would have the opposite effect by bringing in a new unproven
technology which would promote experimentation. Lacking any defined critena
for performing upright spinal MRI makes selection of patients for this technology
arbitrary.

Should the demonstration project be approved, appropriate data should be
collected from the approved site so that future determinations can be made
regarding the technology. If approved, one upright MRI scanner should be
adequate to gather data on the validity of this technology, not the four scanners
currently requested. At minimum, the following should be included:

¢ The number of MRI examinations performed on the unit

e The total number of upright MRI studies performed on the system

o (PT code data for all examinations

¢ Patient payer mix including Medicare, Medicaid. insured and uninsured

o Refermng physician examinations

* (County of residence of all patients having the examination

* The demonstration MR facility must operate a minimum of 66 hours per
week. The facility revenue and operating expenses should be included in
the reporting docunients.

» Full disclosure of the MR system and site ownership including the names
of all physician investors and their relatives. Disclosure of any consultant
payments. leasc arrangements, and assigned billing arrangements should
he disclosed.

¢ Documentation of the number of cases where outcomes and or patient
management decisions were impacted by the upright MRI
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Mr. Tom Elkins
Medical Facilities Planning Section
Division of Facility Services
2714 Mail Service Center
Raleigh, North Carolina 27699-2714

RE: Comments Submitted for Public Hearing Proposed 2008 State
Medical Facilities Plan: Upright MRI Demonstration Projects

Dear Mr. Elkins,

The following comments are in reference to the proposed 4 Upright Fonar
MR demonstration projects in the 2008 Plan. Upright MR 1s exclusively
manufactured by a sole source vendor. Fonar, which has sold
approximately 120 systems worldwide in the past eight years. Nothing in
the current CON process discriminates against Fonar's technology. any
future applicant or replacement system can obtain permission to install or
replace an existing MR with an Upright Fonar system under the current
methodology. The inclusion of this technology as a demonstration site 1s
undaubtably manufacturer driven. Frankly, 4 demonstration sites equal
four sales for Fonar. Given that there ts no current restriction on Fonar
sclling these instruments to North Carolina providers, why then is there a
need for 4 demonstration projects?

If the State has determined the necessity for an Upright MR demonstration
project, one site should accomplish the task not unlike the breast MR,
pediatric MR, and cxtremity MR demonstration projects now in process.

Indeed. if the State believes there is a need for more than one Upright MR
demonstration project. then the additional allocations for these projects
should be granted to one or more of our four academic teaching centers.
For if the demonstration projects are to prove or disprove the technology.,
who better to run the additional projects then Duke, Wake Forest, UNC, or
ECU?

Jodd Browming oo« fiokegh WG 2600
WA TR DRy TN




The forgoing discussion highlights the need for the Division of Facility
Services to establish criteria for demonstration project petitions in an
effort to discourage manufacturer driven sales agendas from
overwhelming the State’s process.

At the end of the day, Upright MRI is just a technology variant currently
available through the existing process. If the State approves the
demonstration praject. one site should provide the necessary resulte. Any
other provider can obtain this technology through the normal application
or replacement process now in place.

Sinccrcl)'%/dj
/

%/P
Robert E. Schaaf, MD
President and Managing Partner
Wake Radiology
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Comments for Public Hearing
Proposed 2008 State Medical Facilities Plan
Asheville
RE: Multiposition MRI-Demonstration Project(s)
13July2007

The original suggestion for the demonstration project was for one upright MRI scanner
for the HSAs I-11I and one for HSAs IV-VI. This was changed to a total of FOUR
scanners. The proposed 2008 SMFP on Table 9Q(1) shows that there are only 11 MRI
scanners in the total State’s need determination. Thus the Plan is recommending adding
36% more scanners to the Plan that the original need determination  There is no reason
to add this many multiposition scanners, especially given that they are a demonstration
project.

Mutltidirectional scanners are “Low Field” technology. All the medical centers in North
Carolina are installing 1.5 or 3.0 T technology, not 0.7 T. This project seems to be going
the wrong direction

Some argue that patients are being disadvantaged by not having this technology
available. This is ridiculous, these scanners have been available for years. There are
none of these scanners in use in NC because doctors and hospitals have chosen not to buy
them. Asheville Radioclogy owns or operates six scanners. We consider this technology
to be inferior and out of date

The literature regarding multipositional MRI is commonly biased by a manufacturer’s
sponsored outcome, not based on evidence based medicine.

If any of these scanners ultimately appear in the Plan, they should be limited to scanning
only the spine and all numbers carefully reported.

Most importantly, the scans niust all be done in the upright position, as this is the reason
the scanners were added to the Plan.

If hospitals or physician groups feel they need a multipositional MRI, they have the
option of replacing existing equipment with 2 multipositional MRI.

There is no credible clinical outcome data to support a multipositional MRI scanner over
a conventional scanner.

The multipositional scanners are very expensive. Absent positive clinical data and
considering the low field technology, there is no justification to add one to the Plan,
much less four.
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20.

The CPT Editorial Panel refused to provide a unique code for upright MRI because of the
lack of meaningful outcomes data showing its superiority over conventional MRI

Image quality on a 0.7T MRI scanner is inferior to 1.5T or 3.0T, no matter what direction
the magnet 1s oriented.

0 7T magnets are slower, result in more patient motion, and are more likely 1o miss small
abnormalities because of technical limitations.

Abdominal and vascular MR1 are of very low quality at 0.7T. Thus, utilization of these
scanners will be limited.

Fonar makes the multipositional scanner. It has no instailations in North Carolina and
only a few dozen in the world. No major vendor of MRI equipment (GE., Siemens.
Philips) is making a multipositional scanner.

If this demonstration project is allowed and a hospital — or more likely, a physician
practice - takes on one of these scanners, it should not be replaced for a minimum of five
years.

CPT code data should be generated and reported to the Agency for all examinations.

The patient payer mix must be reported as part of the demonstration project and those
results should mirror the region’s demographics.

To insure compliance with State and Federal Law, disclosure of the magnet's owners
(and their relatives), physician investors, consultant payments, and any lease
arrangements should be reported to the Agency.

Previous demonstration projects have limited utilization of the project MRI scanner to
Breast and Pediatric imaging. This project, if implemented, should be limited to the
spine and as mentioned above, should be performed upright.

Detailed billing data should be reported to allocate technical and professional charges to
the provider that actually performed the service.




21 If NC were to allow 4 muitipositional scanners in the 2008 Plan, we would likely be
placing more of these scanners in our state than any other state in the country. These are
uncommon scanners in the marketplace simply because their quality, speed, resolution,
and cost iy cannot compete with modern scanners.

22. If a demonstration project is approved, allocation of ONE scanner for demonstration is
sufficient. This will allow data to be collected and analyzed to determine if any
additional scanners are justified.

Summary: Multipositional MRI is a perfect solution to a problem that does not exist. The
numerous experts in our prestigious medical centers and private practices in North Carolina have
chosen not to buy upright scanners, even though they have been on the market for years. They
are too expensive, too slow, and image quality is inferior to scanners currently being sold by
most vendors. Evidence based medicine fails to show a driver for this technology.
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Radiologists:

Providing Subspecialty Imaging and Interventional Services to
29 Counties through University Health Systems of Eastern Carolina

Comments for Public Hearing regarding Multi-Position MRI Demonstration Projects
Proposed 2008 State Medical Facilities Plan
July 24, 2007

Eastern Radiologists, Inc. has significant concerns regarding the proposed demonstration project for
upright MR for the reasons outlined below:

1. The primary issuc is that thcre is insufficient scientific evidence related to clinical
outcomcs showing that a multi-positional MR scanner improves patient outcomes or
provides morc accuratc diagnosis than current standard MR systems. The idcal
demonstration project would requirc that the upright MR be placed in an academic
medical centcr or other site where diagnosis and patient outcomes can be compared to
standard 1.5 T high field systcms in a well designed research protocol which would in turn
be published in a peer revicwed medical journal.

[

Demonstration CON’s in the State of North Carolina have generally been limited to one
device. Authorizing four simultaneous CON’s is much more than is needed for a
dcmonstration project and cssentially creates a ncw regulatory class for MR. One unit, or
at most two units would be preferable for a demonstration project. The Fonar unit is the
only upright MR available. There are 120 Fonar systems werldwide after being on the
market for eight years. The proposed four unit CON demonstration project would add 3%
to the worldwidc installed base and would probably account for more than 20% of Fonar’s
yearly salcs.

3. The only existing upright MR is a 0.6 Tesla system manufactured by Fonar. The majornity
of hospitals and imaging ccntcrs in North Carolina and across the country are moving
towards high ficld systems at 1.5 or 3 tesla due to faster imaging timcs, higher single to
noise, and overall improved diagnostic accuracy. Higher field strength results in improved
imaging across a wide range of clinical applications. The Fonar MR system does poor
vascular and body imaging duc to a combination of its configuration and low field
strength. Theses shortcomings likely explain why although ncw applicants and existing
holders of MR CON’s havc the option to convert cxisting systems to upright MR, no
conversions have yet occurred. The failure of this product to make significant inroads in
the MR markctplacc, coupled with the lack of concurrent development by other MR
vendors, highlights thc significant limitations of this design.

4. A unique CPT code does not currently exist for upright MR. The editonal panel recently
dcnied this request. Without a unique CPT code, upright MR may be considered
experimental and may not be reimbursed by some carriers.

5. Insurance companies and Medicare are currently trying to reduce imaging utilization.
This upright MR demonstration project would have thc oppositc cffect by bninging four

#9 Doctors Park - Greenville, NC 27834 - (252) 752-5000 - (800} 682-6956 - Fax (252) 752-0188 - hitp://www.easternrad.com




additional units with unproven technology into the state of North Carolina.

We are concerned about the lack of cnteria for approving demonstration projects in MR.
The pnmary bencficiary of this technology will likely be a single vendor making an
unusual product which has not yet been accepted by the medical communmity. This
demonstration project may set a precedent for vendors and providers to lobby for other
technologies outside of the CON proccess as well.

If the state of North Carolina does proceed with this program, we recommend the following
rcquircments:

2

The project should require that the upnght MR be placed at a site where diagnosis and
patient outcomes can be scientifically compared to standard 1.5 T high ficld systcms in a
well designed research protocol which would in turn be published in a peer reviewed
medical journal.

Full disclosure of the MR system and ownership including all names of physician
investors and the relatives, as well as consultant payments, Icase arrangements, and billing
arrangements including itemized billing with specific 1dentification of technical and
profcssional charges and who provided those services as submitted for payment.

3. Report the referring doctor and patient ongin data for each exam should be reported.

4. An annual report should be made to the CON in a medical facilitics planning session to
report the number of MR exams actually performed in the upnght position, the total
number of cxams performed by the system, the CPT code for all exams, and the paticnt
payer mix of including uninsured and undennsured.

5. Spinal imaging is the major focus of this project and the only application for which this
systtm has becn suggested to have an advantage. It is recommended that imaging be
limited on the demonstration project CON to only spinal imaging. Similar restrictions
have been put in placc for breast and pediatnic CON demonstration projccts in the past and
would maximize the data value of this demonstration project.

Sincerely.
Michael McLau D. MBA
President

Eastern Radiologists, Inc
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Pete Acker
President & Chief Executive Offcer

August 1, 2007

Dan A. Myers, M.D.

Chairman, North Carolina State Health Coordinating Council
¢‘o Medical Facilities Planning Scction

Division of Health Service Regulation

2714 Mail Service Center

Ralecigh, North Carolina 27699-2714

RE: Comments on the Proposed 2008 SMFP Need Determination for One Fixed
MRI Scanner in Lincoln County

Dear Dr. Myers:

On behalf of Carolinas Medical Center-Lincoln (CMC-Lincoln) and the residents of
Lincoln County, 1 want to express my support for the need determination in the Proposed
2008 SMFP for one fixed MRI scanner in Lincoln County. As one of only two hospitals
in the state with more than 100 beds but without a fixed MRI scanner, we certamnly
believe there is a need for a fixed MRI scanner to provide adequate diagnostic imaging
services 1o our county’s residents. including our inpaticnts, emergency paticnts and
outpatients. CMC-Lincoln is the sole community hospital provider in the county.
providing care to more than 70,000 residents without regard to the patient’s age, race,
national or ethnic ongin, disability, gender. income or ability to pay.

CMC-Lincoln appreciates the Council’s willingness to recognize the continuing growth
in the number of MR procedures performed on the mobile MRI unit and the resulting
need for a full-time, fixed MRI1 scanner in thc county. We believe that the allocated
scanner will expand access to this vital imaging modality for our patients.

If we can be of any assistance to the SHCC as the development of the final 2008 SMFP
continues, please do not hesitate to contact us.

Respectfully yours,

o Ao

Peter W. Acker
President and Chief Executive Officer

Post Office Box 677 * Lincolnton. North Carolina 28093 = Phone: 704-735-3071 » Fax: 704-735-0584 1}
www.cmc-lincoln.org
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Raleigh. NC 27828-0530

RE: Comment Regerding Proposed 2008 Stats Medical Facilities Plan, Chapter 6,
MRI Section, Table 90, Page 133

Dear Mr. Elkin,

I am writing on behalf of Park Ridge Hospital in Henderson County regarding the
Proposed 2008 State Medical Faciiities Plan. As we discussed, the MR| inventory an
page 133 of the Proposad Plan lists Park Ridge Hoapital as having both a mobile MRI
scanner and a fixed MRI scanner.

Please note that Park Ridge Hospital obtained CON approval to repiace its previous
mobile MRI scanner with 8 fixed unit. Park Ridge Hospital has removed the mobile MRI
unit from North Carolina and has implemantead the fixed MR! scanner in accordance with
the CON conglitions.

Table 80 shows the “fixed equivalent magnet subtotai® for Henderson County that
inciudes the values of both of the mobkie and fixed unita which creates the possible

impression that both units were simuttaneously in use. Hawaver this i not the cape.
The Park Riige Hospital fixed and mobile MRI units were not in simultaneous use.

Plaasa accept this comespondence as a dlarification of the data reflected in the
Proposed 2008 Plan. i you have any quastions pleass call me at 338 348-8250.

David Franch
Conauitant to Park Ridge Hospital
Ihone: 336-349-6250 Maiilng Address
fax: 336-349-6260 Past Office Box 2154

Reidsville, NC 27323-2154
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Petition to the State Health Coordinating Council
Regarding the Cardiac Catheterization Need Methodology
For the 2008 State Medical Facilities Plan

Petitioner:

Halifax Regional Medical Center
250 Smith Church Read
Roanoke Rapids, NC 27870

Contact:

William Mahone, V

President

Halifax Regional Medical Center
250 Smith Church Road
Roancke Rapids, NC 27870
(252) 535-8011

PETITION

STATEMENT OF REQUESTED CHANGE

Halifax Regional Medical Center (HRMC) requests the following wording change in the
Proposed 2008 State Medical Facilities Plan. On page 183, change Table 9V, Shared Fixed
Cardiac Catheterization Equipment Need Determinations to read:

Shared Fixed
Hospital Service Card_lac . Certlﬁca_te of Need Cemﬁca}te (_)f Need
Svstem Catheterization Application Beginning
y Equipment Need Due Date Review Date
Determination
Halifax 1 January 15, 2008 February 1, 2008

Based upon information submitted in a special need petition, it is determined that there is a need
in Halifax County for one unit if shared fixed cardiac catheterization equipment.

250 SMITH CHURCH ROAD * PO. BOX 1089 « ROANOKE RAPIDS, N.C. « 27870 * PHONE (252) 535-801)




disease represented 290 deaths per 100.000 Halifax County residents compared to the state’s rate
of 204. Annually, as much as 25 percent of our population dies prematurely because of heart
disease. As we move forward in health care from a transaction-based industry to one that
focuses on quality outcomes and treatment of diseases, we must enhance concentration on
services that help to normalize our death rates and extend quality of life.

Heart Disease Deatb Statistics

‘ ' Number Death Number of Death Rate Ad?ﬁ:t.ed
Geographical Area of Deaths Rate Deaths
2005 2005 2001-2005 2001-2005 | Death Rate
2001-2005
Halifax 163 289.8 889 313.1 266.2
Northampton 95 440.5 402 369.6 276.3
North Carolina 17,681 203.6 91,056 2159 226.8
Percent of State
Halifax 142% 145% 117%
Northampton 216% 171% 122%

Source: http./fwww.schs.state.nc.us/SCHS/deaths/Icd/2005/heartdisease. html

Statewide, cardiovascular disease accounts for 38 percent of deaths, 24 percent are heart disease
related. Yet, death rates are only a proxy measure for disease incidence in a population. We
looked at high blood pressure as a proxy measure for prevalence of cardiac artery disease. These
data are reported by the North Carolina Center for Health Statistics in its study of health risks of
North Carolina adults in 2005." In the study, Halifax and Northampton are grouped in a sector
the report calls Northeast North Carolina 1. Days of reported poor health in this sector were
almost twice the state average (32 compared to 18 per year). The same report shows that 42
percent of residents of Northeast 1 reported high blood pressure compared to 29 percent
statewide. Four out of ten people in the sector are at risk for coronary heart disease,

Value of Cardiac Catheterization

Cardiac catheterization remains the modality of choice for diagnosis and treatment of advanced
acute coronary syndrome. It s a key step in the diagnosis and management of coronary artery
disease.

Cardiac catheterization is invasive and the procedure carries risks for patients. As technology
advances, clinicians and others look for alternative ways to diagnose and treat coronary artery
disease. To date, no better alternative exists. In a recent comprehensive review of the medical
and invasive management of patients with acute coronary syndrome, researchers concluded that,
even with 1ts risks, invasive cardiac catheterization and revascularization are still the best

' http://www.schs state.nc.us/SCHS/pdf/BRFS SReport 2005 pdf

Halifax Regional Medical Center
Shared Fixed Cath Lab Petition Page 3of 12




Out Migration for Cardiac Cathetenization

Given the high frequency of demand for cardiac catheterization, it is unreasonable to ask
residents of Halifax Regional Medical Center’s service area to travel an hour or more, each way,
for this critical diagnostic procedure. For many, the time involved means a delay of hours or,
more likely, days in getting appropriate treatment. Time involved in stabilizing the patient,
determining the diagnosis, arranging medical transpont, coordinating care teams at the referral
hospital adds up to critical time lost for the patient for whom timely cardiac catheterization is the
best solution, not to mention the strain on the referring physician. Hospital administrative and
clinical leaders regularly hear frustrated reports from our referring physicians that patients have
refused to leave the community to get a cardiac catheterization, when it is clearly the best
medical solution.

Today, our physicians and emergency department refer cardiac catheterization patients to
Greenville, Rocky Mount and Raleigh, each at least an hour away. However, many patients
refuse to make that trip regardless of the exceptional quality available at these centers. For many
patients, travel and cost are the ultimate barriers to care.

We have documented evidence that requiring travel outside the service area automatically deters
a substantial proportion of our residents from follow up on treatment or diagnostic
recommendations. This is true regardless of whether or not they have third party insurance
coverage. In probing the reasons, we find that patients make these decisions for many reasons.
Direct costs of the procedures or treatments play only a small role in their decision making.
Patient reasons for deferral involve their perception of distance from home to the treatment
center, fear of travel on the interstate and urban beltways. and distance of the referral center from
family and support networks.

Some do agree to travel. Last year, 734 people from Halifax and Northampton Counties sought
diagnostic catheterizations. Most went to Raleigh. These numbers represent two people a day --
more than enough to support a shared fixed cardiac catheterization lab. Indeed. the shared fixed
cardiac catheterization laboratory is the ideal solution for a smaller community. With only
minor modifications, technology now supports both peripheral and cardiac angiography on the
same equipment

Moreover, the same disease / environmental factors that cause peripheral vascular disease cause
it in the heart. Thus, with approval to offer cardiac catheterization, HRMC could address the full
needs of patients who have vascular disease, and could do so with a team of competent local
professionals who would collaborate on total care of patients they would see again in their
practices. Patients could stay closer to their homes for the procedure. Another important benefit
of the shared local lab is that pharmaceutical regimens, often a nightmare for such patients, can
be coordinated locally.

Halifax Regional Medical Center
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Retention of qualified specialists in rural arcas

Anyone who works in rural health care knows that recruiting and retaining gualified medical
specialists is one of the most important and difficult things an administrator does. Many years
experience has taught our administrative team to hold out for the best and to support them with
appropriate technology. The health status of our population demands that we retain qualified
cardiology staff. The numbers support a shared laboratory. We need the knowledge that a
highly qualified cardiologist will share with our medical staff. For, their presence affects the
entire medical knowledgebase in the community.

Scale of the need supports a decision to move now for this important service.

Halifax Regional Medical Center had mobile cardiac catheterization one day a week in 2005 and
until February 2006. Then we lost our invasive cardiologist. We have now recruited another
who is Board Centified, trained and experienced in both cardiac and peripheral procedures. We
will resume the mobile cardiac catheterization service, but this is expensive and not a permanent
solution.

We are ready to care for our community, but cannot even apply to do so unless the 2008 Plan
shows a need in Hahifax County.

Halifax Regional Medical Center
Shared Fixed Cath Lab Petition Page 7 0f 12




(2) No other fixed or mobile cardiac catheterization service is provided within the same
county. ™

At 8 hours per day, 52 weeks a year, 240 procedures are 4.6 procedures per day.

ADVERSE EFFECTS ON PROVIDERS AND CONSUMERS OF
NOT MAKING THE REQUESTED CHANGE

The only cost-effective way to make cardiac catheterization available full time in Halifax
County is to start with a need in the State Medical Facilities Plan. Statute requires a Cenrtificate
of Need. There is no fixed cardiac catheterization provider in a 45-minute radius. Patients will be
denied access.

A special need determination is necessary because the nature of the State Medical Facilities Plan
methodology for shared fixed labs works against successfully justifying a need.

If a rural provider begins to reach 240 procedures and adds a service day or an hour in a day, the
methodology ceases to show a need. When a provider docs not add a day, the cardiologist gets
discouraged and leaves. Patients get frustrated because they have so few scheduling options.
This is clearly contrary to the Plan’s Basic Principal 2.

“Expand Health Care Services to the Medically Underserved.. . .to insure access 10
health care in as equitable a manner as possible...”

If this petition is not granted, we will have no choice but to contract for mobile service. In fact,
we would have a better result with the methodology if we contract for less than a full day a
week. This does not make sense. Mobile service adds a layer of overhead; the nature of a
mobile unit means that we compromise paticnt privacy and comfort taking patients between the
unit and the hospital; and the service gets organized around the vendor schedule, not the patient
schedule. We fail to build expertise or equity locally.

The proposed special nced adjustment should be considered not as a case of “if,” but “when.” If
this proposal is not approved for inclusion in the 2008 State Medical Facilities Plan, the Halifax/
Northampton community will suffer inconvenience and deferred care for at Jeast two and
possibly three more years.

Consider the timetable. Inclusion in the 2008 Plan will result in a CON application approval by
2009 and licensure and certification delay by yet another year. In light of the fact that Halifax
has a cardiologist under contract to arrive in September 2007, such a delay is not in the best
interest of the patients. Some may get care on a mobile unit, if it is in town on the right day.
Some will defer care. Those who elect to travel will spend substantial sums of money just
getting to care. As gas costs go up and a 150- mile round trip to Raleigh costs $26 to $30 for

Halifax Regional Medical Center
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Full lab

Similarly, a dedicated cardiac catheterization laboratory does not make sense for Halifax
Regional Medical Center at this time. The level of need in the service area is too small, making
the required market share too high to justify the capital cost associated with a dedicated cardiac
catheterization laboratory.

Mobile

As an interim step, Halifax Regional Medical Center is returning to the mobile cardiac
catheterization laboratory solution. Halifax is in the process of making arrangements with Duke
University Medical Center to have a mobile laboratory on site one day a week. Given our past
experience and demand from our primary care physicians, we have no doubt that the numbers
will reach 240 procedures per 8-hour day per year. If we add a second day, the current wordin g
of the methodology. would be hurting our chances to get a shared lab. A second day would raise
the threshold to 480 procedures; again putting need out of reach.

Mobile is at best an interim solution. It demonstrates the need, it shows our referral community
that we can safely perform the procedures; it gives us a way to keep our cardiologist.

It is inefficient. It adds overhead. It is always at risk of a truck breakdown and / or damage to
the equipment on the road.

CT Angiography

Multi-stice (64) computed tomography is an effective tool in coronary artery discase diagnosis.
It reduces the need for diagnostic cardiac catheterization by only five percent. Is primary role is
as a substitute for nuclear stress tests. °

Shared lab

As noted above, this is the efficient solution for our community. It makes the service available
more days a week. It will let us address the entire problem of vascular disease in a single
patient. It will not require us to isolate treatment of vascular disease 1o one part of the body.

¢ Fine. Jeffrey, View Public Comment for Computer Topographic Angiography ( CAG-00385N), 6/15/2007

Halifax Regional Medical Center
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Harvard Pilgrim Technology Assessment Policy
HealthCare

TA 6.57 Computed Tomodaraphy Angiography (CTA) for
Coronarv Arterv Disease

Effective Date: Oct 2006 Revised: Next Review:

Policy: Computed Tomography Angiography (CTA) for coronary artery disease is a new
and promising technology, but remains investigational, unproven, and expenmental
HPHC w»ll cover on a case by case basus after revuew by NIA N :

Prooess. Rev:ewed by NIA

The Technology and the Clinical Circumstances for which it is Being Evaluated:

About 13 million people in the United States have coronary artery disease (CAD). It is the jeading cause of
death in both men and women. Each year, more than half a million Americans die from CAD. (National
Heart. Lung and Blood Institute)

Computed Tomography Angiography (CTA) has been proposed as a noninvasive alternative to invasive
coronary angiography. Compared to catheter angiography, which involves placing a sizable catheter and
injecting contrast material into a large artery or vein, CTA is a ‘noninvasive’ outpatient procedure. The
procedure for computed tomography angiography (CTA) is to inject a contrast material into a small
peripheral vein by using a small needle or catheter to visualize blood fiow in arterial and venous vebsels
throughout the body. The images are generated by a computer synthesis of x-ray transmission data
obtained in many different directions in a given plane. Negative findings on CTA pobviate invasive
angiography, but those with positive CTA findings (i.e., significant stenosis) would still need to be confirmed
by invasive coronary angiography. In this case, a high negative predictive value for cardiac CTA would be

impaortant.

CTA offers important advantages over conventional angiography, which depicts only the vascular umen.
with CTA, additional information is provided, including vessel wall thickness, relationship to adjacent
structures, enhanced depiction of the venous anatomy, and parenchymal information of the target organ
and other structures within the scan range and field of view (American College of Radiology, July 2001). The
disadvantages of CTA that some studies have shown is that multislice CT expases the patient to more
radiation than single-sfice CT and x-ray angiography, and also CTA uses nephrotoxic iodinated contrast
material. American Sodety of Nuclear Cardiology (ASNC) states that the obstades for routine use of CT
angiography are multifactorial and include: 1) substantial movement of the coronary arteries during the
cardiac cycle and the limitations of temporal resolution of MDCT technology that invoives rapid rotation of
heavy collimated detectors; 2) spatial resolution limitations; 3) artifacts caused by overlying calcium or
stents that can obscure the presence of luminal narrowing; 4) the need for a slow and regular heart rate
during the bolus first-pass acquisition. All of these limitations can reduce the portion of the coronary arterial
tree that can be accurately scrutinized and renders this technique, currently, as a research tool. (9)

Supporting Information:

1. Technology Assessment:
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Hacker at al conducted Controlled clinical trials to compare conventional coronary angiography
to spiral muitidetector CT (MDCT) angiography in detection and validation of coronary lesions.
They did a retrospective analysis that compared the accuracies of MDCT angiography and
myocardial perfusion imaging (MPI} in the detection of hemodynamically relevant lesions of the
coronary arteries. Twenty-five patients with suspected or known coronary artery disease were
studied. Electrocardiographicaity gated MPI and 16-MDCT angiography were performed. Ninety-
nine coronary vessels were analyzed, and the quality of MDCT angiography images was
assessed for 330 coronary segments. Coronary artery diameter was interpretable for 231 (70%)
of 330 segments, whereas in 99 (30%) of 330 segments, vessel diameter could not be
evaluated because of heavy calcifications, blurring, motion artifacts, or intraceronary stents.
MDCT angiography detected stenoses > or = 50% in 15 of 100 coronary arteries. Eight (53%)
of 15 stenoses > of = 50% showed reversible or fixed perfusion defects in the corresponding
myocardial areas on MPI. Sensitivity, specificity, and negative and positive predictive values
were 100%, B7%, 100%, and 29%, respectively, for the ability of MDCT angiography to detect
reversible perfusion defects in the corresponding myocardial areas. The authors concluded that
compared with MPI alone, CTA added important morphologic information, but MPI remains
mandatory for evaluating the functional relevance of coronary artery lesions.

» Gaudio C, Mirabelli F, Alessandra L, Nguyen BL, Di Michele 5, Corsi F, Tanzilli G, Mancone M,
Pannarale G, Francone M, Carbone I, Catalano C, Passariello R, Fedele F. Noninvasive
assessment of coronary artery stenoses by multidetector-row spiral computed tomography.
comparison with conventional angiography. Eur Rev Med Pharmacol Sci. 2005 Jan-
Feb;9(1):13-21.

Gaudio et al conducted a clinical trial to analyze the diagnostic accuracy of multi-detector row

spiral computed tomography (MDCT) in determining mid- to high-grade coronary artery

stenoses (> 50%]). Sixty-nine patients with suspected CAD were referred to MDCT coronary
angiography and mean values of MDCT coronary narrowings were compared to quantitative
coronary angiography. MDCT correctly detected 95 of 123 coronary lesions {sensitivity

77.2%) and absence of stenoses was correctly identified in 3B8 of 426 segments (specificity

919, ). The sensitivity for the left main (LM), the left anterior descending artery (LAD), the right

coronary artery (RCA) and the proximal tract of the circumflex artery (LCX) was 100%, B6.5%,

69.8% and B0% respectively. Classification of patients as having 1-vessel, 2-vessels, 3-vessels

or left main disease was accurate in 75.4% (46/61) of patients. The authors concluded that

MDCT technology, combined with heart rate control, aliows reliable noninvasive detection

of hemodynamically significant CAD.

> Leber AW, Knez A, von Ziegler F, Becker A, Nikolaou K, Paul S, Wintersperger 8, Reiser M,
8ecker CR, Steinbeck G, Boekstegers P. Quantification of obstructive and nonobstructive
coronary lesions by 64-siice computed tormography: a comparative study with quantitative
coronary angiography and intravascufar ultrasound, J Am Coll Cardiol. 2005 Jul 5;46{(1):147-
54.

Leber and collegues did a clinical trial to determine the diagnostic accuracy of 64-slice computed

tomography (CT) to identify and quantify atherosclerotic coronary lesions in comparison with

catheter-based angiography and intravascular ultrasound {IVUS). 55 patients were scheduled for
coronary angiography due to stable angina pectoris. A contrast-enhanced &4-slice CT was
performed before the invasive angiogram. In a subset of 18 patients, IVUS of 32 vessels was
part of the catheterization procedure. In S5 of 59 patients, 64-slice CT enabled the visualization

of the entire coronary tree with diagnostic image quality (American Heart Association 15-

segment model). The overall correlation between the degree of stenosis detected by

quantitative toronary angiography compared with 64-slice CT was r = 0.54. Sensitivity for the

detection of stenosis «50%, stenosis »50%, and stenosis > 75% was 79%, 73%, and 80%b,

respectively, and specificity was 97%. In comparison with [VUS, 46 of 55 (84%) Jesions were

identified correctly. The mean plague areas and the percentage of vessel obstruction measured
by IVUS and 64-sfice CT were 8.1 mm2 versus 7.3 mm2 (p < 0.03, r = 0.73) and 50.4% versus

41.1% (p < 0.001, r = 0.61), respectively. Leber et al concluded that Contrast-enhanced 64-

sfice CT is a clinically robust modality that allows the identification of proximal coronary

fesions with excellent accuracy. Measurements of plaque and lumen areas derived by CT




s Unicare: (April 2005);
Computed tomography angicgraphy is considered investigational / not medicaily necessary for
the evaiuation of coronary arteries, including, but not limited to the following:
« Screening for coronary artery disease {CAD), either in asymptomatic subjects or as part
of a preoperative evaluation
« Diagnosis of CAD, in patients with acute or non-acute symptoms, or after a coronary
intervention
s Delineation of a coronary artery anatomy or anomaly
http://medpolicy. unicare.com/policies/RAD/CTA. htmi

3. Governmental/Regulatory Agencies:
*  FDA: Multiple manufacturers have received FDA 510(k} clearance to market MDCT machines
equipped with at least 16 detector rows and at least two models of EBCT machines have been
cleared through FDA 510(k) clearance. intravenous iodinated contrast agents used for CTA have

also received FDA approval. (7)

CMS: No national coverage policy specifically addressing CTA for coronary artery evaluation was
found. CMS has issued a National Coverage Determination regarding CT scanning in general,
This policy states that diagnostic examinations of the head and other parts of the body
performed by CT scanners are covered if the medical and scientific literature and opinion
support the effective use of a scan for the condition, and the scan is: reasonable and necessary
for the individual patient; and performed on a model of CT eguipment that has been approved

by the FDA. (5)

‘f

> National Heritage Insurance company (Northeast CMS): March 2006 (6)

Indications of Coverage:

The MDCT angiography of the heart may be employed in a variety of clinical settings:

1. Facilitation of the diagnostic cardiac evaluation of a patient with chest pain syndrome (e.g. chest
pains, anginal eguivatent, angina). Depending on the clinical presentation, the MDCT for coronary
artery evaluation may precede a perfusion stress test, or it may be used to clarify a perfusion stress
test that is non-diagnostic, equivocal, or is inadequate in explaining the patient’s symptoms.

2. Facilitation of the management decision of a symptomatic patient with known coronary artery
disease. (eq., post-stent, post CABG) when the results of the MDCT may guide the decision for
repeat invasive intervention.

3, Assessment of suspected congenital anomalies of coronary circulation or great vessels.

4. Assessment of the symptomatic patient when presentation is suspicious of aortic dissection.

5. Facilitation of diagnostic evaluation and management of an asymptomatic patient at high
cardiovascular risk (e.g.

newly diagnosed severe left ventricular systolic dysfunction of unknown etiology).

6. Assessment of coronary artery anatomy prior to non-coronary cardiac surgery {e.g. valve repair or
replacement, ascending aortic aneurysm or dissection repair).

7. Facilitation of diagnostic evaluation and management of patients with implantable cardiac devices
{pacemakers, ICDs) who are about to undergo, or have undergone therapeutic electrophysiological
procedures, in which detailed anatomical knowledge of the atria, pulmonary veins, and cardiac veins
is required.

Limitations of Coverage:

1. The test is never covered for screening, i.e., in the absence of signs, symptoms of disease.

2. The selection of the test should be made within the context of other testing modalities so that the
resuiting information facilitates the management decision, not merely adds a new layer of testing.

3. Coverage of this modality for coronary artery assessment is limited to devices that process thin,
high resolution slices (1 mm or less). The multidetector scanner must have at least 16 slices per
secorid capability.

4, The administration of beta blockers and the monitoring of the patient by a cardiologist during the
MDCT are not separately payable services.

5. All studies must be ordered by a physician or a qualified non-physician practitioner.
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10) Hoffmann MH, Shi H, Schmitz BL, Schmid FT, Lieberknecht M, Schuize R, Ludwig B, Krosche! U,
Jahnke N, Haerer W, Brambs HJ, Aschoff A). Noninvasive coronaty angiography with multislice
computed tomography. JAMA, 2005 May 25;293(20):2471-8.

11) Hacker M, Jakobs T, Matthiesen F, Vollmar C, Nikolaou K, Becker C, Knez A, Pfluger T, Reiser M,
Rahn K, Tiling R. Comparison of spiral multidetector CT angiography and myocardial perfusion
imaging in the noninvasive detection of functionally refevant coronary artery lesions: first clinical
experiences. J Nucl Med. 2005 Aug;46(8):1294-300.

12) Gaudio C, Mirabelli F, Alessandra L, Nguyen BL, Di Michele S, Corsi F, Tanzilli G, Mancone M,
Pannarale G, Francone M, Carbone I, Catalano C, Passarielio R, Fedele F. Noninvasive assessment of
coronary artery stenoses by multidetector-row spiral computed tomography: comparison with
conventional angiography. Eur Rev Med Pharmacol Sci. 2005 Jan-Feb;9(1):13-21.

13) Leber AW, Knez A, von Ziegler F, Becker A, Nikolaou K, Paul 5, Wintersperger B, Reiser M, Becker
CR, Steinbeck G, Boekstegers P. Quantification of obstructive and nonobstructive coronary lesions by
64-slice computed tomography: a comparative study with quantitative coronary angiography and
intravascuwiar ultrasound. ) Am Coll Cardiol. 2005 Jul 5;46(1):147-54.

14) ACCF/ACR/SCCT/SCMR/ASNC/NASCI/SCAI/SIR 2006 Appropriateness Criteria for Cardiac Computed
Tomography and Cardiac Magnetic Resonance Imaging. Journal of the American College of

Cardiology Vol. 48, No. 7, 2006. http.//www.acc.org/qualitvandscience/dinical/pdfs/CCT.CMR.pdf
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Public Hearing Comments on Proposed 2008 State Medical Facilities Plan
Cardiac Catheterization
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Greenville, NC 26y
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William Mahone,
President and CEO
Halifax Regional Medical Center
My name is William Mahone. and | am President and CEO of Halifax Regional Medical
Center. in Roanoke Rapids and | am here today on behalf of the many pcople in Halifax
and Northampton Counties. We're very proud of our 206-bed Medical Center, our
Medical Staff and their services, and we work with Iimited resources 1o provide the best

and most accessible health care to the 158,000 residents in our service area.

My colleague, Michael Joyner. and [ traveled here today to emphasize the importance of
our message regarding a proposed special nced determination for a shared fixed cardiac
catheterization laboratory in Halifax County. [ assume you know of our location.
Roanoke Rapids is an hour north of Rocky Mount on 1-95, near the Virgima border. Our
communities are struggling with the economic shift out of textiles and into the next new
industry. Mcanwhile we've had years ot farm work, manufacturing, and low income jobs
that have given us a legacy of chronic diseases. On the coastal plain, like parts of the
mountains, we have people who live on dirt roads, in homes without clectricity. Heart

disease rates are 50 percent above the state average and we rank number two in poverty,

Our service area is very rural. While more urban residents become accustomed to driving
on interstates, these are intimidating to the patients in our rural arcas. We have
documented cases of patients who had third party coverage and who refused to travel to
Raleigh to get cardiac catheterization recommended by their physicians. In 2006 we had

four patients who failed their diagnostic cardtac caths and refused to travel to Raleigh for
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We are not asking for an exception. We are asking that the State Health Coordinating
Council permit us to make better use of an existing resource. We have applied for
equipment to improve peripheral angiography diagnosis and treatment at the hospital and
have demonstrated that that investment can pay for itself. With only a small additional
investment, we can expand the equipment’s capacity and use it for cardiac
catheterization. But to do so, we will need Certificate of Need approval. and that approval
requires the need be identificd in the State Medical Facilities Plan. The shared fixed

laboratory offers a very efficient way to serve rural patients.

Halifax Regional Medical Center has demonstrated that it can provide cardiac
catheterization safely. With the mobile service we reached days when our cardiologist
did six to eight procedures. The threshold for a shared fixed lab is only 4.6 procedures a

day (240/52). Help us maintain our momentum.

We considerced alternatives such as waiting another year. But when we considered the
impact of waiting, the delay was unacceptable. Even with a need listed in the 2008 Plan,
it will be 2010 before we could apply and receive Certificate of Need approved. We are
serving a population that has already waited too long. They have advanced cardiac
disease. Please do not delay another year our ability to make these services available to
our patients. Our quality systems are in place and our staff is trained. We have recruited
an exceptional physician and have arranged the required back up. Making us wait only
increases the overhead we pay to a mobile provider and restricts the service to one day a
wecek. Cardiac catheterization rates have been steadily increasing in North Carolina,
about 2 percent a year for the past seven years. Permitting us to do a limited number of
procedures at Halifax Memorial Hospital will not hurt any of the existing programs.
Increases 1n use rate, and population will more than offset any procedures that might

remain in Halifax rather than travel outside.
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Presented by

Diane Barlow Medical Facilizies

Vice-President Planing Secrion

Halifax Regional Medical Center
My name is Diane Barlow, and 1 am Vice-President of {1alifax Regional Medical Center.,
in Roanoke Rapids. I am here today on behalf of the many people in Halifax and

Northampton Countics. We are very proud of our 206-bed Medical Center, our Medical
Statf and their services, and we work with limited resources to provide the best and most

accessible health care 1o the 158,000 residents in our service arca.

My colleague. Karen Daniels, and 1 traveled here today to emphasize the importance of
our message regarding a proposed special need determination for a shared fixed cardiac
cathetenzation laboratory in Halifax County. Roanoke Rapids is an hour north of Rocky
Mount on [-95, near the Virginta border. Qur communities are struggling with the
economic shift out of textiles and into the next new industry. Mcanwhile we ve had
years of farm work. manufacturing, and low income jobs that have given us a legacy of
chronic diseases. On the coastal plain. like parts of the mountains. we have people who
live on dirt roads and in homes without electricity. Heart disease rates are 50 percent

above the state average and we rank number two in poverty.

Our service area is very rural. While more urban residents become accustomed to driving
on interstates, these are intimidating to the patients in our rural arcas. We have
documented cases of patients who had third party coverage and who refused to travel to
Raleigh to get cardiae cathetenization recommended by their physicians. In 2006 we had

four patients who failed their diagnostic cardiac caths and refused to travel to Raleigh for
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needed care. Barriers are many including travel, transportation, drivers and their
availability to drive and wait for services of others. Health literacy, 1.¢. reading and

understanding instructions, is a problem for many in our arca.

In 2005, we developed a cardiac catheterization program using a mobilc unit from
MedCath. We had clinical back up from WakeMed and Pitt County Memonial Hospital.
The number of catheterizations climbed quickly and we were well on our way to reaching
the threshold that would qualify the county for a shared fixed lab this year, when our
cardiologist left the area. We have recruited a new cardiologist, Dr. Geloo, and have
done some things organizationally to assure that he will stay — and you can help us with
that important goal. The mobile cardiac catheterization service will start up again in

September. This time Duke will be the vendor. Baek up arrangements will be the same.

We have recently strengthened our Management Team and are resolved to provide the
services most needed by our community. With almost 2,000 cardiac cathetenizations in
our service arca cvery year, it will take only a 12 percent market share to sustain a strong
shared fixed cardiac catheterization laboratory. More importantly, offering both cardiac
and peripheral vascular angiography in Roanoke Rapids will permit our medical staff to
treat the whole patient in their home community. Ms. Daniels will address more clinical

1ssucs.

| understand the role of the State Planning process in containing costs and minimizing
duplication. But it is equally important to consider the second basic plan principle, -
improving access. North Carolina’s urban centers: Charlotte, Asheville and Raleigh are
growing very rapidly. They share the same climate as the state’s rural communities, but
have many more medical resources. We can do a better job of sustaincd growth in North
Carolina if we think about spreading resources in a way that makes the outlying
communities attractive. Rural communities have attractions, in our case Lake Gaston.
and we have retirement communitics. To support thesc and long time residents. we need
the technology to make our medical support system attractive to physicians, nurses and

health care technologists.
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We are not asking tor an exception. We are asking that the State Health Coordinating
Council permit us to make better use of an existing resource. We have applied for
cquipment to improve peripheral angiography diagnosis and treatment at the hospital and
have demonstrated that that investment can pay for itself. With only a small additional
investment. we can expand the equipment’s eapacity and use it for cardiac
catheterization. But to do so, we will need Centificate of Need approval, and that approval
requires the need be identified in the State Medical Facilities Plan. The shared fixed

laboratory offers a very cfficient wayv to serve rural patients.

Halifax Regional Medical Center has demonstrated that it can provide cardiac
catheterization safely. With the mobile service we reached days when our cardiologist
did six to eight procedures. The threshold for a shared fixed lab is only 4.6 procedures a

day (240/52). Help us maintain our momentum.

We¢ considered alternatives such as waiting another year. But when we considered the
impact of waiting, the delay was unacceptable. Even with a need listed in the 2008 Plan,
it will be 2010 before we could apply and receive Certificate of Need approved. We are
serving a population that has already waited too long. They have advanced cardiae
disease. Please do not delay another year our ability to make these services available to
our patients. Our quality systems are in place and our staff is trained. We have recruited
an exceptional physician and have arranged the required back up. Making us wait only
incrcases the overhead we pay to a mobile provider and restricts the service to one day a
week. Cardiac catheterization rates have been steadily increasing in North Carolina.
about 2 percent a year for the past seven years. Permitting us to do a limited number of
procedures at Halifax Regional Medical Center will not hurt any of the existing
programs. [ncreases in use rate, and population will more than offset any procedures that

might rematin in Halifax rather than travel outside.
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Anyone who has worked with a mobile service knows the drawbacks. Trucks will break
down, equipment is jostled and most importantly. the equipment is not there when the

pattents most need it

I also want to comment on the State Plan’s methodology for calculating need for a unit
of shared fixed cardiac catheterization equipment as it is imperfeet. The methodology sets
a moving targct based on the number of 8-hour days of mobile scrvice we have. 1f we
have one day of service a week. the target 1s 240 procedures. If we add a second 8-hour
day. or an additional hour 1o an existing day, the target moves up 240 procedures a year
for each cight hours of service per week. This is not accurate or fair. We ask that you be

aceurate and fair and give us a chance 1o make cfficient use of our resources.

We will be submitting a formal petition later this summer.

Now. I would like to introduce our Vice-President of Nursing, Karen Daniels.
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Public Hearing Comments on Proposed 2008 State Medical Facilities Plan
Cardiac Catheterization

August 1, 2007, 1:30 PM
Jane S. McKimmon Center

Raleigh, NC

Presented by
Karen Daniels, RN,
Vice President and CNO
Halifax Regional Medical Center

Good afternoon, my Name is Karen Daniels. I am a registered Nurse with 27 years of
experience and Vice President of Nursing Services at Halifax Regtonal. I have had the
great good fortune of being a military wife and have practiced my profession all over the
world  As a nurse specializing in critical and emergency care, I have first hand
knowledge of the devastation caused by vascular disease including heart attack, stroke, as
well as loss of limb. 1 have also seen how often it is under treated particularly in rural
commuanities such as ours.

Halifax Regional will be working closely with an interventional cardiologist who also
has received training in cardiac and vascular disease in eastern North Carolina. Dr.
Geloo’s training in both coronary and peripheral vascular disease will offer a new and
unique perspective to Roanoke Rapids and the population within the surrounding
communities.

Atherosclerosis is a systemic disease that leads to devastating acute and long term
consequences. While the disease can affect multiple vascular beds including the heart,
kidneys, legs, and brain, the disease process is exactly the same in these varied areas.
Most patients with vascular disease manifest their disease in multiple vascular beds:
therefore such patients may go to a cardiologist for coronary disease, a neurologist for
carotid artery disease, and a vascular surgeon for leg pain as a result of poor circulation.
This approach may delay global diagnosis and more importantly perhaps, disease
modifying treatment. Increased awareness of disease in one vascular bed leads to early
diagnosis of the disease manifestation in another vascular bed. Dr. Geloos’ unique
training will afford us the opportunity to focus on the disease and the patient as a whole
rather than focusing on individual processes.

This approach to disease management 1S an important one in that all of these diseases are
interrelated. A patient with poor circulation to the lower extremities is at an increased risk
for heart attack and death; conversely a patient with coronary disease is at significant risk
for stroke. These relationships are well documented by research and cpidemiology trials.
In many cases these disease states will require invasive angiography for definitive
diagnosts.




Approval of an angiography suite and cardiac cathetertzation laboratory at Halifax
Regional will provide leading edge technology for diagnosis and potentially definitive
treatment, services currently unavailable for our patients As a result of his training Dr.
Geloo will be able to offer patients on-site revascularization for arterial insufficiency in
select patients for whom such procedures can be performed safely. Complex patients will
continue to be referred 1o tertiary care facilities. Peripheral artenal disease is routinely
under-diagnosed and it is our belief that neighboring tertiary facilities will see an increase
in the number of referrals from Halifax as a result of our expanded focus on
atherosclerosis.

Cardiac catheterization will be a very important addition to the services we provide at
Halifax Regional. Approximately one third of all patients undergoing diagnostic
angiography actually undergo angioplasty or stenting during the same procedure.
Therefore the majority of these patients undergo only the diagnostic procedure.

In 2005 and until April 2006, Halifax Regional Medical Center had mebile cardiac
catheterization one day a week. The program was well accepted by the community and
referring physicians and the number of procedures grew rapidly. Our patients reflected
the national predictions and we were very safe and successful in providing the service.
Last year, 734 people from Halifax and Northampton Counties went elsewhere for
diagnostic catheterizations. This is two people a day -- more than enough to support a
shared fixed cardiac catheterization

We have documented evidence that requiring travel outside the service area automatically
deters a substantial proportion of our residents from follow up on treatment or diagnostic
recommendations. Patient reasons for deferral involve their perception of distance from
home to the treatment center, fear of travel on the interstate and urban beltways, and
distance of the referral center from family and support networks. We cannot address their
concerns for every specialized service. However, the shared cardiac catheterization
laboratory ts uniquely suited 10 address care in a small market. The same disease that
causes cardiac circulatory problems causes peripheral circulatory problems. The tool for
finding and treating both is the same equipment.

The advent of multi-slice computed tomography (CT) introduced coronary artery CT as a
diagnostic alternative. However, by current indications, the new modality is truly an
adjunct, not a replacement for cardiac catheterization CT cannot provide sufficient
specificity for a definitive treatment plan  According to a May 2007 article written by the
founding members of the Society for Cardiovascular Computed Tomography, David
Allie, MD, et al “angiography is most valuable for identifying risk in an asymptomatic
population.”

Our lab would first have to establish a long record of safety with excellent clinical
outcomes before consideration of more urgent procedures. That being said we believe the
availability of angiography in our community will increase the awareness of the life-
threatening consequences of atherosclerosis and it is our hope this will tead to an
increased awareness, recognition and diagnosis and more importantly definitive care.




Often. patients who choose to live in rural commumties such as ours feel they make this
decision at the expense of healthcare. Patients in rural communities should have the same
access to leading edge healthcare technologies as those living in larger metropolitan
areas. An angiographic suite and cardiac cathetenzation laboratory will assist us in taking
great strides toward achieving this goal.
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Good afternoon, my name is Michael Joyner and [ am a Registered Nurse
and manager of cardiac services for the nursing division at Halifax Regional.
Having worked almost exclusively in northeastern North Carolina for 25
years, | have firsthand knowledge of the extent vascular disease affects our
rural communities.

Halifax Regional will be working closely with an interventional cardiologist
who also has received training in cardiac and vascular disease in eastern
North Carolina. Dr. Geloo’s training in both coronary and peripheral
vascular disease will offer a new and unique perspective to Roanoke Rapids
and the population within the surrounding communities.

Atherosclerosis is a systemic disease that can lead to devastating acute and
long term consequences and is consistently among our top 10 DRGs for
hospital admission. Dr. Geloos’ unique training will afford us the
opportunity to focus on the disease and the patient as a whole rather than
focusing on individual processes.

This approach to disease management is an important one in that all of these
diseases are interrelated. A patient with poor circulation to the lower
extremities is at an increased risk for heart attack and death; conversely a
patient with coronary disease is at significant risk for stroke. These
relationships are well documented by research and epidemiology trials. In
many cases these disease states will require invasive angiography for
definitive diagnosis.

Approval of an angiography suite and cardiac catheterization laboratory at
Halifax Regional will provide leading edge technology for diagnosis and
potentially definitive treatment, services currently unavailable for our
patients. As a result of his training Dr. Geloo will be able to offer patients
on-site revascularization for arterial insufficiency in select patients for whom
such procedures can be performed safely. Complex patients will continue to
be referred to tertiary care facilities.

Peripheral arterial disease is routinely under-diagnosed and it is our belief
that neighboring tertiary facilities will see an increase in the number of
referrals from Halifax as a result of our expanded focus on atherosclerosis.
This alone will substantially advance Halifax Regional’s capability to serve

250 SMITH CHURCH ROAD o P.O. BOX 1089 » ROANOKE RAPIDS, N.C. » 27870 » PHONE {252} 5358011
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Good afternoon, my name is Michael Joyner and 1 am a Registered Nurse
and manager of cardiac services for the nursing division at Halifax Regional.
Having worked almost exclusively in northeastern North Carolina for 25
years, I have firsthand knowledge of the extent vascular disease affects our

£ gural communities.

alifax Regional will be working closely with an interventional cardiologist
ho also has received training in cardiac and vascular disease in eastern

North Carolina. Dr. Geloo’s training in both coronary and peripheral
vascular disease will offer a new and unique perspective to Roanoke Rapids
and the population within the surrounding communities.

Atherosclerosis is a systemic disease that can lead to devastating acute and
long term consequences and is consistently among our top 10 DRGs for
hospital admission. While the disease can affect multiple vascular beds
including the heart, kidneys, legs, and brain, the disease process is exactly
the same in these varied areas. Most patients with vascular disease manifest
their disease in multiple vascular beds; therefore such patients may goto a
cardiologist for coronary disease, a neurologist for carotid artery disease,
and a vascular surgeon for leg pain as a result of poor circulation. This
approach may delay diagnosis and more importantly perhaps, disease
modifying treatment. Increased awareness of disease in one vascular bed
leads to early diagnosis of the disease manifestation in another vascular bed.
Dr. Geloos’ unique training will afford us the opportunity to focus on the
disease and the patient as a whole rather than focusing on individual

processes.

This approach to disease management is an important one in that all of these
diseases are interrelated. A patient with poor circulation to the lower
extremities 1s at an increased risk for heart attack and death; conversely a
patient with coronary disease is at significant risk for stroke. These
relationships are well documented by research and epidemiology trials. In
many cases these disease states will require invasive angiography for
definitive diagnosis.

Approval of an angiography suite and cardiac catheterization laboratory at
Halifax Regional will provide leading edge technology for diagnosis and
potentially definitive treatment, services currently unavailable for our
patients. As a result of his training Dr. Geloo will be able to offer patients
on-site revascularization for arterial insufficiency in select patients for whom
such procedures can be performed safely. Complex patients will continue to
be referred to tertiary care facilities.




Supplemental Information for Petitions filed by Halifax Regional Medical Center
and Scotland Memorial Hospital for Special Need Determination for Shared Fixed
Cardiac Catheterization Laboratories in Halifax and Scotland Counties.

Petitioner 1.

Halifax Regional Medical Center
250 Snmuth Church Road
Roanoke Rapids, NC 27870

Contact 1.

William Mahone, V

President

Halifax Regional Medical Center
250 Smith Church Road
Roanoke Rapids. NC 27870
(252) 535-8011

Petitioner 2:

Scotland Memonal Hospital
500 Lauchwood Drive
Laurinburg, NC 28352

Contact 2:

Gregory C. Wood

President and CEO
Scotland Memoral Hospital
500 Lauchwood Drive
laurinburg. NC 28352

Ph: 910-291-7501

The following information provided by Phillips shows the contents of a “cardiac package™ that
can be acquired and installed on an angiography laboratory to render it capable of producing
high quality cardiac catheterization. Note that the angiography laboratory camera is designed
with a wide field needed to view a peripheral vascular bed. The cardiac package provides
hardware and software to narrow the camera aperture and increase the shutter speed to handle the
requirements of a beating heart. The estimated cost of a package like this is approximately
$200.000. Thus, the adaptation costs of a shared lab make this a highly cost effective solution for

a rural arca.

By contrast. typicatly a cardiac catheterization laboratory has only the narrow aperture camera.
The current MedCath laboratories are narrow aperture labs.

1 ““NNAEO8S Allura Xper FD20 Card Sys

1

The Allura Xper FD20 Cardiac single plane cardiovascular system is compnsed of a ceiling
mounted stand and digital imaging X-ray system for cardiovascular diagnostic and interventional

procedures

The Allura Xper FD20 systermn uses an integrated single-host concept. The systemn is compnsed of
five functional building blocks: Geometry. X-ray Genetation. User Interface. Image Detection. and
Viewing. Each functional building block 1s explained in further detail

Xres Cardiac (NCVAG64)

OFS Healrs Planming
RECEIVED

Xres Cardiac enhances sharpness. contrast, and reduces noise 1n fluoroscopy and

exposure runs for cardiac studies
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Supplemental Information for Petitions Page 2
Halifax Regional Medical Center
Scotland Memorial Hospital

4 “NCVA118 Ventricutar Quantification SW 1 $12,060.00 $12,060.00
Pkg (Xper)
Calculates the Ejection Fraction and local Wall Motion parameters in different formats Functions
include: Various Lv-volumes Ejection Fraction Cardiac Output Centertine Wall Motion Slager Wall
Motion Regional wall Motion Calibration routines

5 “NCVA119 Coronary Quantification SW 1 $5,695.00 $5,895.00
Pkg {Xper)
Functions include’
Diamater measurement along the selected segment;
Densiometnc information;
Cross sectional area;
percent stenosis,
Pressure gradient values.
Stenotic flow reserve,
Calibration routines

6 “*NCVA1I21 FULL AUTOCAL 1 $5,380.00 $5,360.00

The AutoCal option 1s a software package to be used in conjunction with quantitative anatysis
software packages. It provides an auto calibration procedure for an object to be analyzed that 1s
placed In the iso-center When the object to be analyZed (e g Left Ventricle Vessel Segment) s
placed n the iso-center AutoCal avoids the need to:
acquire an addtional image seres containing a sphere or gnd for calibration purposes
cahbrate manually on a calibration object (e g. catheter) displayed in the image or image senes
fo be analyzed

7 “*NCVAEB60 3D-RARS 1 $51.925.00 $51,925.00
Aliura 3D-RA is designed lo provide three dimensional images of bran and penpheral vessels

Image Acquisition
Image acquisition 1s performed with the Rotational Angiography feature of the Allura Xper FD
senes with the flexioility to position the C-arm in etther head or side position

« C-arm in Head posticn’ the Rotatronal Angiography run is performed over a scan range of
240 degrees with a rotation speed up to 55 degrees/sec

10 *NCVA116 3D RA Control for Xper Module 1 $10.720.00 $10.720.00

Table Side Module functionaiity for Allura Xper FO20 used with Integns 3D-RA Release 4 2.

For further improvement of interventional procedures efficiency the following workflow enhancers
are made available in the examination room’ With the Xper touchscreen module the physician has
all 20 functionahty needed at tableside. Functicnality like retating panning Zooming AVA Virtual
stinting 3 and 3D Follow C-arc can be perfomed. No need for the Physician to leave the
examtnation room 30D Aulormatic Position Controf (30-APC). when the optimal working position
has been chosen via the Integris 3D-RA interventional tool the C-arc will automatically steer to this
position 30 Follow C-ar¢: When the position of the C-arg (ot using any X-ray) is changed the 3D
volume wilk automatically follow the position of the C-arc Thig means the position of the C-arc
{and therefore the 20 projecticn) and the 30 volume are always aligned.




Supplemental Information for Petitions Page 3
Halifax Regional Medical Center
Scotland Memorial Hospital

13 “NCVA6TS 3D Roadmapping 1 $52.260.00 $52,260.00

This extends the capabilties of the integrated 30 product by prowviding a sustainabie 3D roadmap
to support interventional procedures.

The 3D Roadmap optlion matches the real-ime 2D fluoro images with the 30 reconstruction of the
vessel lree. So one can see the advancement of the guide wire, catheler and coils on the 3D
volume in real time.

The 3D roadmap will remain if one changes the C-arm position, the SID and/or the Field of View of
the flat detector. The 3D volume will foliow automatically the orientation of the C-arc. providing the
Nexibility to chase the optimal position of the C-ar¢.
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From: Gregory C. Wood, President apd CEO RECFIVED
Scotland Memorial Hospital
500 Lauchwood Drive ) AUE T35 e
R AT
Laurinburg, NC 28352 ( A o
Ph: 910-291-7501 - Medical Facifyis
NiNG Secrion

To:  State Health Coordinating Council, an
Medical Facilities Planning Section
Division of Facility Services
2714 Mail Service Center
Raleigh, North Carolina 27699-2714

Re:  PETITION: Scotland Memorial Hospital; Requests adjustment in the Shared
Fixed Cardiac Catheterization Equipment Need Determination for Scotland
County as set forth on page 153 in the Proposed 2008 State Medical Facilities
Plan (SMFP) to identify a nced for one unit of shared fixed cardiac
catheterization equipment in Scotland County.

Petition

By this petition, Scotland Memorial Hospital (SME) requests that the Medical Facilities
Planning Section adjust the Proposed 2008 SMFP to show a specific need for one unit of
shared fixed cardiac catheterization equipment in Scotland County. Table 9Y on Page
153 would reflect these changes:

. . Shared Fuefl C?rdlac Certificate of Need | Certificate of Need
Hospital Serviee Catheterization . .. .
. Application Due Beginning Review
System Equipment Need
.. Date Date
Determination
Scotland 1 April 15,2008 l May 1. 2008

AN AFFILIATE OF SCOTLAND HEALTH CARE SYSTEM
500 LAUCHWOOD DRIVE « LAURINBURG. NC 28352-5599 « 910-291-7000 « FAX 910-291-7499




Scotland Memorial reported performing 427 mobile cardiac catheterizations in 2006
This number is just 20 procedures shy of reaching the threshold to justify a unit.

Hours | Days Total per "'8- § SMH SMH 2007 Threshold Threshold
per per | Hours per | hour Day Threshold HLRA # Variance %
Day | Week Week per Week Reported arian Variance
7.45 2 14.90 240 447 427 20 4.7%

The methodology works against success in reaching the required threshold. As volume
butlds, scheduling demands push administration to add more time on the mobile unit,. With
cach added day, the methodology sets a higher threshold, keeping success just outside the
host site’s reach. Scotland Memorial Hospital, in fact, surpassed the 240 procedure
threshold for one day in 2003 and was forced to add another day to provide its service area
patients with adequate access to quality cardiac care. Once again, Scotland Memorial is
close to the threshold and offering good access 1o patients suggests adding a day. but if
another day of mobile service is added, the threshold will be pushed further out of reach.

As part of its community mission, Scotland Memorial Hospital must strive to develop its
cardiac care program. Its service arca patients need and deserve a more fully developed
cardiac care program close to home.

Cardiac catheterization is a key element in a cardiac care program because it is the
definitive tool for diagnosis and management of coronary artery discase. Cardiac
catheterization is among the top five hospital procedures performed on males, according
to the Agency for Healthcare Research and Quality. The cardiac catheterization rate for
all hospitalized patients nationwide was 6.2 per 1000.* Increasingly, cardiac
catheterization is an outpatient procedure, and those procedures are not reflected in the
numbers above.

The advent of 64-slice computed tomography made it possible to capture images of
coronary arteries non-invasively (CTA). CTA is a diagnostic alternative primarily
valuable for ruling out coronary artery blockage as a cause of cardiac problcm&3 Cardiac
CT has the potential to become a complementary tool to invasive coronary
catheterization.’ However, a technology assessment, TA 6.57 Computed Tomography
Angiography (CTA) for Coronary Artery Disease, performed in October 2006 by
Harvard Pilgrim HealthCare resulted in the following policy: “Computed Tomography
Angiography (CTA) for coronary artery disease is a new and promising technology, but
remains investigational, unproven, and experimental. HPHC will cover on a case by case

' 2007 Hospital License Renewal Application

Z Advance Data from Vital and Health Statistics No. 385, July 12, 2007. Center for Disease Control

? Health Imaging and IT, July 2007, pg 40

* http:/Awww.cathlabdigest.com/article /962, Research Show New CT Can Help Physicians Diagnose
Heart Disease in Early Stages, pg 4.

Scotland Memorial Hospital Cardiac Catheterization Page3 of 1]




Prevention of Qut Migration

Scotland Memonal's residents choose to stay in Scotland County for their healthcare
when possible. For its full ime services, Scotland Memorial enjoys more than 70 percent
average market share of Scotltand County residents. This reflects both its positive
reputation and, more importantly, the reliance and dependency the community has on
Scotland Memorial 1o meet its healthcare needs.

Given the frequency of demand for cardiac procedures - of procedures performed on
males in hospitals, one in four is a cardiac procedure;? 1t ts unreasonable to ask residents
of Scotland Memorial Hospital's service area to travel an hour or more for this critical
diagnostic procedure. For many, the ime involved means a delay of hours or, more
likely, days to get appropriate treatment. Time involved in stabilizing the patient,
determining the diagnosis, arranging medical transport, coordinating care teams at the
referral hospital adds up to critical time lost for the patient for whom timely cardiac
catheterization is the best solution.

Scottand Memorial Hospital has mobile cardiac catheterization service available two days a
week. The program has been well accepted by the community and referring physicians and
the number of procedures has grown. However. with the service unavailable five days a
week, niany patients are referred elsewhere because time is critical to optimal care. Today,
our physicians and emergency department refer more than ten percent of our cardiac
catheterization patients to Pinehurst, UNC Chapel Hill, and Duke because of mobile
service unavailability. However, many patients refuse to make that trip regardless of the
exceptional quahity available at these centers. For many patients, travel and cost are the
ultimate harriers to care. Cardiac catheterization service needs to be available to Scotland
Memorial patients on a full-time basis. A shared fixed laboratory would permit that.

Future Demand

Summary

Most Scotland County residents hve 45 minutes to two hours away from the nearest
cardiac catheterization equipment. The nearest providers are in Pinehurst and Lumbherton,
each approximately 45 minutes from Scotland Memorial Hospital; the Raleigh/Durham
area providers are as much as two hours away. The cardiac service area for Scotland
Memorial Hospital includes five counties: Scotland, Robeson, Hoke and Richmond
Counties in North Carotina and Marlboro County in South Carolina and consists of
approximately 289,000 people in 2007. The projected population of the service arca is
shown below.

7 Advance Data from Vital and Mealth Statistics No. 385, July 12, 2007, Center for Disease Control

Scotland Memonial Hospital Cardiac Catheterization Page Sof 1




Health Status

According to the NC State Center for Health Statistics, Scotland Memorial’s North
Carolina service area resident death rates are much higher than the State average. In
2005, heart disease represented 236 deaths per 100,000 Scotland County residents

compared to the state’s rate of 204.

Heart Disease Death Statistics

Age-
. Number of Death Rate Number of Death Rate Adjisted
Geographical Area Deaths 2005 Deaths 2001-2005 | Death Rat
2005 2001-2005 ate
2001-2005
Scotland 87 236.2 471 260.5 275.5
Robeson 285 2232 1548 2459 3106.0
Richmond 137 203.5 836 358.7 338.7
Hoke 57 140.1 301 160.8 269.8
North Carolina 17,681 203.6 01,056 2159 226.8
Percent of State
Scotland 116% 121% 121%
Robeson 110% 114% 135%
Richmond 144% 166% 149%
Hoke 69% 74% 119%

Source: http://www .schs.state.nc.us/SCHS/deaths/1cd/2005/heartdisease html

Data on South Carolina mortality rates indicate that heart disease is by far the leading
cause of death among Marlboro County residents with a comparatively high rate of 409
deaths per 100,000 population’

Cardiac Catheterization Utihization Rates

Cardiac catheterization, statewide, has experienced a steady increase for the past seven
years. In 2006, there were 10.5 cardiac catheterizations per 1000 residents. The rate is
trending towards 10.8 per 1,000 by 2009. Following this trend, Scotland Memorial
Hospital needs only 15 percent market share of its service area to perform 500 cardiac
catheterizations by 2010. In fact, our acute market share suggests that share would be
even igher than 15 percent.

® htp/Avww.scdhec.gov/hs/epidata/reports/county_reports/mor/marlboro.paf

Scotland Memorial Hospital Cardiac Catheterization
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No Unnecessary Duplication of Services

Scotland Memorial Hospital refers its cardiac care patients to Pinehurst, UNC and Duke.
Pinchurst is 30 miles away and UNC and Duke are closer to 100 miles away for residents
of Scotland's service area. FirstHealth performed nearly 3,500 cardiac catheterization and
UNC and Duke together did more than 8,900. The additional number of cardiac
catheterizations that will be done in Scotland County 1n heu of FirstHealth, UNC or Duke
will not be enough to make a difference in the viability of any of these programs. With
better diagnostic capacity, Scotland’s referrals to the specialty centers will likely
increase. In fact, our mobile cardiac catheterization vendor and the hospital that receives
most of our referrals for scheduling overflow and more specialized procedures,
FirstHealth Moore Regiona) Hospital, is in full support of Scotland Memoral’s petition,
See Attachment C.

Alternatives

Status quo

With almost 3,000 residents of the Scotland Memorial Hospital service area needing
cardiac catheterizations and 4,000 nceding peripheral angiography, maintaining the status
quo is not serving the population well.

Today, patients are treated in a space that is physically outside the hospital. Patients
would avoid exposure to the elements in the trek between hospital and mobile unit, if we
have a fixed unit. The service is not available every day; but patients get sick every day.

Status quo is not acceptable.

Mobile

Scotland Memorial Hospital will continue to offer mobile cardiac catheterization services
as it has for more than fifteen years, but mobile service is only an interim solution.
Though FirstHealth Moore Regional provides Scotland with quality equipment, mobile
service is inefficient, adds overhead and is always at risk of a truck breakdown and / or
damage to the equipment on the road. It can also compromise patient privacy with
transport 1o and from the mobile unit.

Qur successfu) mobile cardiac catheterization experience and demand for the service
from our cardiologists and primary care physicians demonstrates our need and shows we
can sustain the service.

Scotland Memorial Hospital Cardiac Catheterization Page 9ol 1]




Scotland Memorial has surpassed the threshold and added additional mobile time and will
continue the less desirable mobile service. Ultimately, the only way for Scotland
Memorial to sustain the threshold is holding down mobile days to force the fit, if
necessary. If this proposal is not approved for inclusion in the 2008 State Medical
Facilities Plan, the Scotland community will suffer through additional years of waiting to
get the same advantage of a locally available cardiac catheterization service. A full-time
cardiac catheterization service at Scotland Memorial will allow treatment of cardiac
disease early with good results preventing the diseasc’s progression to a later stage where
patients require more draslic intervention.

Scotland Memorial has demonstrated success with the serviees it offers. Scotland has
highly qualified, experienced physicians and staff in place to offer the service. Delaying
Scotland Memorial patients’ access to full-time cardiac catheternization scrvice denies
them access 10 quality cardiac carc that could be provided successfully and cost
effectively at home.

Conclusion

Scotland Memorial Hospital has the cardiologists, physicians and staff to support a full-
time shared fixed cardiac catheterization service. It has demonstrated that it can sustain
the volume of cardiac catheterizations needed to support the service. It has demonstrated
that other area providers will not be adversely affected by the service. The service arca
has a high incidence of cardiac discase, and more than enough demand to support the
service. Patients will benefit from the addition of a special need for a shared fixed cardiac
catheterization laboratory in Scotland County in the 2008 State Medical Facilities Plan.

Attachments:
A. Harvard Pilgnm HealthCare Technology Assessment Policy
B. Centers for Medicare & Medicaid Article with excerpt from National
Clearinghouse¢ Guideline
C. FirstHealth Moore Regional Support Letter
D. Ceniers for Medicare & Medicaid Comment for Computer Tomographic
Angiography

Scotland Memorial Hospital Cardiac Catheterization Page 11 of 11




Technology Evaluation Center (TEC): Contrast-Enhanced Cardiac Computed Tomographic

Angiography in the Diagnosis of Coronary Artery Stenosis or for Evaluation of Acute Chest Pain,
Volume 21, No. 5, August 2006.

The studies evaluating the yse of CTA in comparison to angiography are relatively small studies
from single centers. Their major failing is that they enrolled convenience samples of patients
being referred for angiography. The results from these studies may not generalize to lower-risk
populations. In addition, such studies only directly address the question of whether CTA can
accurately triage patients already referred for anglography. The use of CTA as part of the initial
workup of chest pain or possible angina is not addressed at all in these kinds of studies. Clinical
trials comparing patients undergoing CTA as part of their diagnostic workup compared to
patients not undergoing CTA may be required to demonstrate improved patient outcomes.
There is no evidence except in the ER regarding the use of CTA in the early workup of patients
in whom CAD is being considered. Cutrent published studies of CTA in the management of acute
chest pain in the ER are clearly inadequate to determine utility. No comparator strategy was
spedified in any study, and there was no solid reference standard for dlagnosis. Clinical trials
may be necessary to demonstrate utility in this setting.

CTA as a substitute for coronary angiography in the diagnosis of coronary artery stenosis does
not meet the TEC criterla, CTA in the evaluation of acute chest pain in the emergency room
also does not meet the TEC criteria.

Based on Blue Cross Blue Shield Association national poficy, computed tomographic angiography
for coronary artery evaluation is considered investigational.

e NLM, Medline, Cochrane Library, EMBASE, other:

Page 20f7

» Hoffmann MH, Shi H, Schmitz BL, Schmid FT, Lieberknecht M, Schulze R, Ludwig B, Kroschel
U, Jahnke N, Haerer W, Brambs HJ, Aschoff A. Noninvasive coronary angiography with
multislice computed tomography. JAMA. 2005 May 25;293(20):2471-8.

Hoffman et al had an objective to assess the accuracy and robustness of MSCT vs the criterion

standard of invasive coronary angiography for detection of obstructive coronary artery disease.

In a prospective, single center study conducted, 103 consecutive patients underwent both

invasive coronary angiography and MSCT using a scanner with 16 detector rows. Blinded results

for both modalities compared using the patient as the primary unit of analysis, with
supplementary segment- and vessel-based analyses. One thousand three hundred eighty-four
segments (> or =1.5 mm diametes) were identified by invasive coronary angiography;
nondiagnostic image quality of MSCT was identified for only 88 {6.4%) of these segments,
mainly due to faster heart rates. Compared with invasive coronary anglography for detection of
significant lesions (>50% stenosis), segment-based sensitivity, spedificity, and positive and
negative predictive values of MSCT were 95%, 98%, 87%, and 99%, respectively. Quantitative
comparison of MSCT and invasive coronary angiography showed good correlation (r=0.87,

P<.001), with MSCT systematically measuring greater-percentage stenoses (bias, +12%).

Threshold optimization aliowed either detection of these patients with 100% sensitivity at a

reasonabie false-positive rate (specificity, 76.5%; MSCT stenosis, >66%) or optimization of both

the sensitivity and specificity (>90%; MSCT stenosis, »>76%). The conclusion was that

Multisiica computed tomography provides high accuracy for noninvasive detection of

suspected obstructive coronary artery disease. This promising technoiogy has potential to

complement diagnostic invasive coronary anglography in routine clinical care.

» Hacker M, Jakobs T, Matthiesen F, Volimar C, Nikolaou K, Becker C, Knez A, Pfluger T,
Reiser M, Hahn K, Tiling R. Comparison of spiral multidetector CT anglography and
myocardial perfusion Imaging in the noninvasive detection of functionally relevant coronary
artery lesions: first clinical experiences. ] Nud Med. 2005 Aug;46(8):1294-300.




correlated well with IVUS. A major limitation Is the insufficient ability of CT to exactly
quantify the degree of stenosls.

American College of Radiclogy: (Oct 2005):
In the ACR practice guideline for the performance and interpretation of CT angiography (CTA)
suggests that CTA is a proven and useful procedure for the detection and characterization of
vascular diseases and of vascular anatomy relevant to the treatment of extravascular disorders.
CT angiography may be used as the primary modality for detecting disease or as an adjunctive
tool for better characterizing known disease or assessing changes in disease state over time.
While it is not possible to detect all abnormalities using CT angiography, adherence to the
guidelines will maximize the probability of their detection.

Report of the American College of Cardiology Foundatiorr. (2006)
In the report, it suggests that Computed tomographic anglography, while very promising with
regard to the detection of coronary stenoses, definition of "soft plaque,” assessment of left
ventricular function and congenital coronary anomalies, and evaluation of cardiac structures, has
limited data supporting its use for many clinical applikations, espedially with regard to its role
within patient care algorithms.  In an effort to respond to the need for the rational use of
these newer imaging technigues, cardiac computed tomography (CCT) and cardiac magnetic
resonance {CMR) imaging, the American College of Cardiology Foundation, in conjunction with
the societies listed on the report, undertook a process to determine the appropriateness of
selected indications for the rapidty evolving cardiovascular imaging procedures. The
Appropriateness Criteria Project was initiated to support the dellvery of quality cardiovascular
care and to ensure the effective use of diagnostic imaging tools.

2. Benchmarks:

Blue Cross Blue Shield of Mass.: (Jan 2006) Policy Updates mention “Clarified non-coverage for
high-speed CT to include contrast-enhanced CT angiography for coronary artery evaluation
performed with high-speed CT technology”.

AN TR/ 7]

BCES (TEC): (Aug 2006) There is no evidence except in the ER regarding the use of CTA in the early
workup of patients in whom CAD is being considered. Current published studies of CTA in the
management of acute chest pain in the ER are dlearly inadequate to determine utility. No
comparator strategy was spedified in any study, and there was no solid reference standard for
diagnosis. Clinical trials may be necessary to demonstrate utility in this setting. CTA as a substitute
for coronary anglography in the diagnosis of coronary artery stencsis does not meet the TEC
criteria. CTA in the evaluabion of acute chest pain in the emergency room also does not meet the
TEC criteria.

Aetna: (Jan 2006) Aetna considers cardiac CT anglography experimental and investigational for
evaluating coronary artesy disease, coronary artery bypass grafts, and coronary anomalies; it has
not been proven to be as accurate as standard invasive coronary angiography for evaluating the
coronary arteries. http://www.aetna.com/cpb/data/CPBAG228. htm|

Tufts: No policy found

Ogna: (Dec 2005) CIGNA HealthCare does not cover multidetector-row CTA for the following
clinical indications because it is considered experimental, investigationat or unproven:

» cardiac imaging, for coronary artery disease screening or diagnostic evaluation

« screening in any asymptomatic population

vV, LT
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6. A physician or qualified non-physician provider must be present during testing.

7. The electon beam tomography (EBT) technology is not covered.

8. The test may be denied on post-pay review as not being medically necessary when it is used for:
a) Coronary artery evaluation of a patient where there is pre-test knowledge of extensive coronary
calcification that would diminish the interpretive value

b) Coronary artery evaluation of a patient presenting with an acute myocardia! infarction or an acute
coronary syndrome.

¢) If performed prior to percutaneous revascularization in a patient who has already undergons
diagnostic cardiac catheterization.

9. If PTCA follows Coronary CTA, diagnostic cardiac catheterization is considered not medically
necessary.

Cost:

Applicable Codes:

HCPCS Codes

S 8093: Computed tomographic angiography, coronary arteries, with contrast materiai(s)

CPT Codes

0146T; Computed tomographic angiography of coronary arteries (including native and anomalous
coronary arteries, coronary bypass grafts), without quantitative evaluation of coronary calcum

01477 Computed tomographic angiography of coronary arteries (including native and anomalous
coronary arteries, coronary bypass grafts), with quantitative evaluation of coronary caleium

0149T: Cardiac structure and morphology and computed tomographic angiography of coronary arteries
(including native and anomalous coronary arteries, coronary bypass grafts), with quantitative
evaluation of coronary calcum

References/Footnotes:

1)
2)

3)

4)

5)

6)

7)

Hayes Medical Technology Directory. Helical Computed Tomography for Coronary Artery Disease,

February 2000.

Hayes Technology Brief. 64-Slice Computed Tomography Angiography (CTA) for Coronary Artery

Disease, August 2005.

Blue Cross Blue Shield Association Technology Evaluation Center (TEC). Ekectron Bean CT Scan,

Uftratast CT7, Cine CT7, & High-speed CT for heart disease and screening for jung cancer. Policy 355,

Reviewed Based on National Policy, 01/05

Blue Cross Blue Shieid Association Technology Evaluation Center (TEC). Contrast-Enhanced Cardiac

Computed Tomographic Angiography in the Diagnosis of Coronary Artery Stenosis or for Evaluation

of Acute Chest Pain, volume 21, No. 5, August 2006.

CMS Medicare Coverage data base
h

1%3A erl +Tomoaraohy 2
CMS, National Heritage Insurance Company. LCD for Multislice or Muiltidetector Computed
Ta'nographlc Angiography of the Heart and Great vessels. March 2006.

Food and Drug Admmlstratlon (FDA) [website]. Center for Devices and Radno%ogrcal Health (CDRH).
51 UI( datatbase searched mth JAK product code.




Attachment B

Technology Assessments for Cardiac Catheterization
Performed In Other Than A Hospital Setting (CAG-
00166N)

Cardiac Catheterization in Freestanding Clinics

Issue

The Centers for Medicare and Medicaid Services (CMS) has
discovered a discrepancy in section 35-45 of the Coverage
{ssues Manual (CIM). The policy states that cardiac
catheterization may be covered in a freestanding clinic when
the carrier, in consultation with the appropriate Peer Review
Organization, determines that the procedure can be
performed safely in all respects in the particular facility. The
Peer Review Organizations (recently renamed Quality
Improvement Organizations) ceased doing reviews of core
freestanding, cardiac catheterization facilities in the early
1990s. Since the implementation of CIM 35-45, we are
unaware of any emerging evidence that there is a greater risk
of adverse events at these freestanding clinics. Therefore,
CMS is opening this policy to review the evidence and correct
the discrepancy.

AHRQ downloaded July 7, 2007

National Clearinghouse Guideline for Acute MI

A.  Early Conservative Versus Invasive Strategies
Class 1
1.  Anecarly invasive strategy in patients with UA/NSTEMI without
serious comorbidity and who have any of the following high-risk
indicators (Level of Evidence: A):
a. Recurrent angina/ischemia at rest or with low-level
activities despite intensive anti-ischemic therapy
b. Elevated troponin T (TnT} or troponin I (TnI)
¢.  New or presumably new ST-segment depression




Attachment C

FirstHealth

Charles T. Frack
L R S

July 31, 2007

State Health Coordinating Council, and
Medical Facilities Planning Section
Division of Facility Services

2714 Mail Service Center

Raleigh, North Carolina 27699-2714

1 am writing this letter to express support of Scotland Memorial Hospital’s request for an
adjustment in the need determination for Scotland County in the Proposed 2008 State Medical
Fucilities Plan (SMFP) to identify a need for one unit of shared fixed cardiac catheterization
equipment in Scotland County.

As you are aware, we have been Scotland Memorial Hospital's mobile cardiac cathetenzation
service provider since July 2002. We have been proud to work with the hospital and their
cardiologists to help grow their volume from 62 procedures in 2001 to 427 procedurcs in 2006.
The increase in cath procedures at Scotland Memorial Hospital has not negatively impacted our
program. As a matter of fact, the hospital, our medical staff, and the patients have benefited
greatly from a mrore coordinated working relationship between the two institutions.

Please accept this Ietter as our support of Scotland Memorial’s request for an adjustment in the
need determination in the Proposed 2008 SMFP for one unit of shared fixed cardiac
catheterization equipment in Scotland County. 1f approved, we will work together to help
establish a shared fixed cardiac catheterization service in Scotland County.

If you have any questions or require any additional information, please do not hesitate to contact
me at 910-715-1442.

Sincerely,

Chief Executive Officer

55 Mol Dispee » Fost Oice Hax 3000 s Paich o, e 783740« Phane o] 715 1442
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The CCTA Data Registry suggests that CCTA reduces
cost to the healthcare system (Exhibit A).
Substitutions for either catheter angiography or
SPECT imaging generate savings. The findings from
our registry suggest that the average cost, on a
per patient basis for diagnostic imaging, was
reduced by $481 following the implementation of
CCTA.

With 64-slice CCTA, a transition occurred within
the cardiovascular diagnostic imaging arena. Both
clinical performance and the number of
applications were enhanced when combining 64-
slice CCTA with several key components:

1. CCTA trained technologists

2. Detailed patient selection protocols

3. Efficacious scanning protocols

4. Highest concentration of contrast to

allow visualization of smaller vessels

5. Physician ieaders that meet or exceed the
ACR/ACC competency statements

6. Key elements included uniformly within
interpretations

Coronary Computed Tomography Angiography has
emerged as an important non-invasive diagnostic
technique for coronary disease as well as other
cardiac problems. It is anticipated CCTA will
dramatically alter the diagnostic paradigm for
coronary artery disease.

EXHIBIT A:
Clinical and Economic Impact of CCTA: Preliminary

Results of the CCTA Data Registry

A. Objectives

Using data from the CCTA Data Registry
(Cardiovascular Innovations, LLC), we analyzed
the impact of CCTA both clinically and
economically.

B. Methods

64-slice CCTA data from 26 practices/hospitals
(15,710 cases) across the United States
participating in the CCTA Data Registry were
reviewed for this analysis.

This economic analysis of the impact of CCTA
services on reimbursements, along with a critical
review of the clinical appropriateness and

clinical impact of CCTA was conducted from
November, 2005 through November, 2006. Data
collection was performed in a sImilar manner at
all institutions.

Data from every CCTA patient from each practice
were included in the analysis. Data providing the
clinical indications for CCTA, diagnostic imaging
procedural volumes, global aliowable
reimbursement rates, normal catheterization
rates, and patient volumes were obtained from the

http://www.cms. hhs. gov/mcd/publiccomment popup.asp?comment id=18447 &PD PN
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of CCTA services, 15,710 CCTA procedures were
added. Diagnostic catheter angiography volumes
decreased {5%) in the twelve months following
CCTA implementation despite an average 10% growth
rate within the overall patient volumes in each
practice. In addition, a marked reductlon in
nuclear perfusion studies (n = 11,470, 8%)
occurred in the 12 month period following the
introduction of CCTA into clinical practice,
Despite the 10% overall patient growth rate
during the measured time, nuclear perfusion
volumes deciined by 8% contradictory to what
would have been predicted.

Normal Result Catheterization Rates
Normal Results Total Caths %
pre-CCTA 10,703 46,532 23%
post-CCTA 7,938 44,111 18%

A good barometer of the impact of a CCTA program
is the percentage of patients having a?normalla?
or a?essentially normalla? diagnostic catheter
anglographies. A successful CCTA program should
ideally reroute those moderate risk patients to
the CCTA [ab in lleu of traditional angiography,
thereby reducing the number of normal results
stemming from the diagnostic catheterization lab.
Qur results indicate a dedline in normal results
among catheterization patients. The observed 5%
decline following CCTA Implementation suggests
that CCTA is belng used appropriately, and that
CCTA is adding clinical value to the overail
diagnostic imaging program.

Clinical Indications for CCTA

Among states and payors that currently allow CCTA
reimbursement, the most common clinical
indications include; known coronary artery
disease, prior revascularization, chest or pre-
cordial pain, shortness of breath, valve

disorders, and angina. These indlcatlons allow

the cardiovascular practitioner to non-invasively
image the intermediate risk patient as well as
monitor disease progression in the patient with
known disease. Furthermore, these indications
limit the scope of patients that are allowable

for CCTA, thereby preventing the utilization of
CCTA as a screening technique.

The dinical indications used by practitioners
included in this analysis are presented below in

a tabular format. Clinical Indication data from
these practices for 2005-2006 cleariy demonstrate
that the physicians are employing appropriate
clinical judgment when ordering CCTA studies.
Furthermore, the clinical Indication data suggest
that these practices apply a very narrowly

defined scope of indications for which CCTA is
being ordered (96% of CCTA studies were ordered

http://www.cms .hhs.gov/mcd/publiccomment_popup.asp?comment id=15447 62020007
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Diagnostic Pathway 2: The patient proceeding
from nuclear perfusion testing to CCTA will have
had either an abnormal or equivocal nuclear
study. Diagnostic Pathway 2 is a true
substitution of CCTA for Cath. In the absence of
a CCTA program the patient with an abnormai er
equivocal nuclear study would instead progress to
catheterization,

Muitiply every Diagnostic Pathway 2 patient by
the difference between the global allowable for a
Cath {$2800) and the $1000 allowable for a CCTA.
Diagnostic Pathway 3: In Diagnostic Pathway 3,
the symptomatic patient enters the diagnostic
imaging pathway at CCTA as a substitution for a
nuclear perfusion study. This pathway like
Diagnostic Pathway 2 is a true substitution of
imaging modalities with CCTA providing the less
invasive and less expensive entry point.

Multiply every Diagnostic Pathway 3 patient by
the difference between the global allowable for a
nuclear perfusion study {$1311) and the $1000
allowable for a CCTA.

Diagnostic Pathway 4: The patients who enter the
diagnostic imaging pathway with CCTA and then
progress to a nuclear perfusion study comprise
Diagnostic Pathway 4. A fraction of patients with
an abnormal CCTA will require a perfusion study
to evaluate the hemodynamic impact of the lesion
(s). This pathway does not add or subtract a
test, as this is a clinically appropriate

pathway. In the absence of a CCTA program the
practitioner would start at nuclear perfuslon and
potentlally find a functional deficit that

requires cath for anatomic evaluation.

Diagnostic Pathway 5: These patients first
undergo a diagnostic catheter angiography and
then progress to CCTA. This could occur for a
variety of reasons, but the substitution is a
CCTA for a nuclear perfusion study. In these
instances the physician did not obtain the data
needed from diagnostic catheterization alone and
in the absence of a CCTA program a nuclear
perfusion study would have been ordered.
Multiply every Diagnostic Pathway 5 patient by
the difference between the global allowable for a
nuclear perfusion study ($1311) and the $1000
allowable for a CCTA.

Layered Tests: These patients have all three
diagnostic tests, which may occur for a variety
of reasons. Since this pathway includes all 3
imaging modalities, and this is a major concern
of the payors, we will multiply the number of
patients on this pathway by the mean global
reimbursement for CCTA ($1000).

The Dlagnostic Pathways utilized at these
practices among the 15,710 CCTA patients are
displayed below in tabular form.

http://www.cms.hhs.gov/mcd/publiccomment_popup.asp?comment id=15447 &2070077
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and that CCTA adds clinical value to patient
management while affecting a cost savings for the
health care systemn. This conclusion is supported
by the narrowly defined and appropriate clinical
indications followed by these practices which are
supported by the established Clinical
Appropriateness Criteria. A decline in diagnostic
procedural volumes for stress perfusion Imaging
and diagnostic catheter angiography following
implementation of CCTA further supports this
observation.

The economic analysis in this study predicts
significant savings to the health care system
following the implementation of a CCTA program.
Despite the increase in the number of patients
served at the institutions involved in this
analysis, a decline in nuclear perfusion studies
and invasive angiographic procedures occurred.
The reduction among these procedures resulted in
savings to the healthcare system of over seven
million dollars within this cohort of patients.

The savings on a per patient basis for diagnostic
imaging was $481. Directing patient evaluation to
CCTA provides a safer, less invasive, more cost
effective and potentially more accurate strategy
for diagnosis of coronary disease.
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Supplemental Information for Petitions filed by Halifax Regional Medical Center
and Scotland Memorial Hospital for Special Need Determination for Shared Fixed
Cardiac Catheterization Laboratories in Halifax and Scotland Counties.

Petitioner 1.

Halifax Regional Medical Center
250 Smith Church Road
Roanoke Rapids, NC 27870

Contact 1:

William Mahone, V

President

Halifax Regional Medical Center
250 Smith Church Road
Roanoke Rapids. NC 27870
(2523 535-8011

Petitioner 2:

Scotland Memorial Hospital
500 Lauchwood Drive
Laurinburg, NC 28352

Contact 2:

Gregory C. Wood

President and CEO
Scotland Memorial Hospital
500 Lauchwood Drive
Laurinburg, NC 28352

Ph: 910-291-7501

The following information provided by Phillips shows the contents of a cardiac package™ that
can be acquired and installed on an anglography laboratory to render it capable of producing
high quality cardiac catheterization. Note that the angiography laboratory camera is designed
with a wide field needed to view a peripheral vascular bed. The cardiac package provides
hardware and software to narrow the camera aperture and increase the shutter speed to handle the
requirements of a beating heart. The estimated cost of a package like this is approximately
$2000,000. Thus. the adaptation costs of a shared lab make this a highly cost effective solution for

a rural arca.

By contrast, typically a cardiac catheterization laboratory has only the narrow aperture camera.
The current MedCath laboratories are narrow aperture labs.

1 “*NNAEO0SS Allura Xper FD20 Card Sys

1

The Allura Xper F0D20 Cardiac single plane cardiovascular system is comprised of a ceiling
mounted stand and digital imaging X-ray system for cardiovascular diagnostic and inlerventional

procedures

The Allura Xper FO20 system uses an integrated single-host concept. The system is compnsed of
five functional building biocks: Geometry, X-ray Generation, User Interface. Image Detection. and
Viewing. Each functional building block is explained in further detail.

Xres Cardiac (NCVAB64)

DFS Hexlth Plasing,
RECEIVEDY

» Xres Cardiac enhances sharpness. contrast. and reduces noise in fluoroscopy and

exposure runs for cardiac studies

AUG v 5 2007

MEdical Fagilings,
PIANNI'NQ Section




Supplemental Information for Petitions Page 3
Halifax Regional Mcdical Center
Scotland Memorial Hospital

13 “*NCVAGT5 1D Roadmapping 1 $52.260.00 $52.260.00
This extends the capabilities of the integrated 3D product by providing a sustainable 3D roadmap
to support interventional procedures.

The 3D Roadmap option matches the real-time 20 fluoro images with the 3D reconstruction ot the
vessel tree. So one can see the advancement of the guide wire, catheter and coils on the 3D
volume In real time

The 3D roadmap will remain if one changes the C-arm position. the SID and/or the Field of View of
the flat detector The 3D volume will follow automat:cally the orientation of the C-arc. providing the
flexibility to chose the optimal position of the C-arc.
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Comments on Proposed 2008 State Medical Facilities Plan
Greensbora, July 29, 2007 o L

Petitioner; DFS Heu, Plowig
; RE
Scotland Memorial Hospital CEIVED

500 Lauchwood Drive : - .
- AUl 20 A
Laurinburg, NC 28352 “uy

Ph: 910-291-7000

Medicat Facilirigs
. : AANNING Section
Contacr:

Gregory C. Wood, President and CEQ
Scotland Memorial Hospital

500 Lauchwood Drive

Laurinburg, NC 28352

Ph: 910-291-7000

Good afternoon, my name is Bgt_}_l_____Glasgr_. I have served as Vice President of Operations
at Scotland Memorial Hospital and been a Scotland County community member since
1997. 1am here today to comment on the proposed Methodology and Need
Determination for Cardiac Catheterization Equipment in Scotland County. I am
specifically here to request that the Plan be amended to include a shared fixed cardiac

catheterization laboratory for Scotland County.

Let me first thank the State Health Coordinating Council (SHCC) and the Division of
Facilities Services Planning Staff for providing the opportunity today for me to come and
comment on the Proposed 2008 State Medical Facilities Plan.

Scotland Memorial Hospital is a 97-bed acute care facility in Laurinburg, North Carolina
and has recently received State approval for 21 additional beds. We are independent, not for

profit, and community owned. As the only hospital in rural Scotland County, Scotland

AN AFFILIATE OF SCOTLAND HEALTH CARE SYSTEM
500 LAUCHWOOD DRIVE » LAURINBURG, NC 28352-5599 « 910-291.7000 « FAX 910-291-7499




Memorial 1s the county’s primary provider of inpatient acute ca.ré diagnostic and
therapeutic services, and emergency services. Laurinburg and Scotland Memorial Hospita]
are located on the Southern border of North Carolina and are surrounded by the rural
counties of Scotland, Robeson, Richmond and Hoke in North Carolina and Marlboro
County, South Carolina. These counties form Scotland Memonal § service area. Heart
disease age-adjusted mortality rates in Scotland County are 121 percent of the State average,
the percent of its population living below poverty is nearly 50 percent more than the State’s
and Scotland County’s median income is only 74 percent of the State’s median income.

Averages in the other service area counties mirror Scotland’s.

Our service area is rural. While urban residents become accustomed to driving on
mterstates and beltlines in congested traffic areas, this is not true for elderly people n
rural areas. We have patients with third party coverage who refuse to leave Scotland
County to get cardiac catheterization recommended by their physicians. Cost of travel is a

barrier, access to transportation is a barrier, and access to a driver with time to transport is

a barrier.

The State Plan’s methodology for calculating need for a unit of shared fixed cardiac
catheterization equipment itself is imperfect. The methodology sets a moving target based
on the number of 8-hour days of mobile service. With one day of service a week, the
target is 240 procedures. We have contracted for mobile cardiac catheterization service‘
for more than fifteen years. As our utilization increases, nearing the 240-procedure
threshold, scheduling procedures becomes diffi cult and our patients and physicians push
to increase the number of days of mobile service. When we add an 8 -hour day, or add an
hour to a day, the target moves up 240 procedures a year for each eight: hours a week.
Scotland Memorial, in fact, surpassed the 240-procedure threshold in 2003, and was
forced to add another day to provide adequate scheduling and good patient care. We ask
that you give us a chance to make efficient use of our resources and technology to give

residents of our service area access to the care that their insurance wil] cover,

20of5 . 211907




As we considered the impact of waiting until the Plan shows a need in Scotland County, we
realized the delay was not acceptable. Even with a need listed in the 2008 Plan, it will be
2010 before we would get a Certificate of Need approved. We are dealing with a population
with advanced cardiac disease that needs adequate access to these services now. Please do
not delay our ability to make this resource available 24/7 by yet another year, Our qﬁality
systems are in place,-our staff is trained, we simply need access to the technology. We
currently have 67 active physicians on our medical staff in a wide range of 20 specialties.
We have two full-time and one part-time board certified cardiologists. We have experience
providing this service with quality outcomes. We also have the appropriate physicians on
staff with the required back up in place. Our cardiologists have performed over 1700
cardiac catheterization procedures at Scotland Memoﬁal since 2002. Yet, we are forced to
refer out many service area patients to‘ First Health Moore, UNC and Duke each year
because mobile cardiac cath service limits our capacity so severely. Making us wait only

increases the overhead we pay to a mobile provider and restricts the availability of the

service.

Anyone who has worked with a mobile service knows the drawbacks. Trucks break
dowm, equipment is jostled, patient privacy is compromised, and most importantly, the

equipment is not there when the patients most need it

With over 3,000 cardiac catheterizations in our service area every year, it will take only a
token 7 percent market share to surpass the 225 procedure threshold required by
Administrative Rule 10A NCAC 14C .1603 (d) Performance Standards for shared fixed
cardiac cath equipment. A conservative market share of 15 percent will sustain a strorig
shared fixed cardiac catheterization laboratory with more than doubje the 225 shared
procedure threshold. More importantly, offering a shared fixed lab wil] permit our
medical staff to give our patients the healthcare services they deserve in their home

community.

I'understand the role of the State Planning process in containing costs and minimizing

duplication. It is equally important to consider the second basic plan principle, -
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improving access. North Carolina’s urban centers: Charlotte, Asheville and Raleigh are
growiﬁg rapidly and have many more medical resources. We can do a better job of
sustained growth in North Carolina if we think about spreading the resources in a way
that makes the outlying communities attractive. To support our residents, we need the
technology to make our medical support system attractive to physicians, nurses and
--health-care fechnologists. Cardiac catheterization rates have been steadily-increasing in
North Carolina, about 2 percent a year for the past seven years. Permitting us to do a
limited number of procedures at Scotland Memorial Hospital will not hurt any of the
existing programs. Increases in use rate and population will more than offset any

procedures that might remain in Scotland County rather than travel outside.

Failing to request an adjustment in the need determination for Scotland County to include a

- shared fixed cath lab would be failing to continue our mission of providing our community
With high quality, compassionate health care. With only two days of mobile cardiac cath
services, we are already compromising the service patients and their family member’s desire

and deserve ~ any growth in use rate or population will make it worse.

It is with that goal in mind that we are petitioning the Medical Facilities Planning Section
to adjust the need determination in the Proposed 2008 SMEFP to identify a need for one
shared fixed cardiac catheterization laboratory in Scotland County. We believe based on
historical utilization, statistical analysis, physician recruitment, physical space and
staffing patterns at Scotland Memorial Hospital that adding a shared fixed lab is the most
efficient way to meet the hospital’s and our service area’s need for cardiac care. The

formal petition we will submit includes the data and the analyses used to arrive at this

decision.

Our request is made to seérve our community appropriately. It is not about expanding our
territory, nor are we expanding our competitive efforts. [ do not expect other hospitals in
our adjoining counties to dispute our request nor are we duplicating their services. In
fact, our mobile service provider and the hospital that receives most of the referrals for

caths we cannot do, FirstHealth Moore Regional Hospital, is in full support of our
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petition. No other viable alternative exists that would not create continued adverse

effects on our county’s residents.

In conclusion and on behalf of Scotland Memorial Hospital, I first want to thank the SHCC
and Planning Staff for their service to our state. .IhiS process is still the soundest mechanism

for-fairly determining health care-needs for our great state.

On behalf of our Board, staff, and physicians and more importantly, our service area

* residents and Scotland Memoria] Hospital patients, I'want to thank you for the opportunity
to make this request today. Failing to grant our request would be unfair to Scotland
Memorial service area residents and would fail to promote adequate access to quality health

care services for those residents.

FrClient Projects'Scotiand Memorial Hospital\2007 Summer
Petition\PublicH earingComiments_ Greensboro.doc
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Comments on Proposed 2008 State Medical Facilities Plan
Raleigh, August 1, 2007

Petitioner:

OFS Health Pl
Scotland Memonal Hospital RECEIVED
500 Lauchwood Dnive
Laurinburg. NC 28352 A O 1 207

Ph: 910-291-7000

Medical Facilities
Contact: NNING Section

Gregory C. Wood. President and CEQ)
Scotland Memorial Hospital

500 IL.auchwood Drive

Laurinburg, NC 28352

Ph: 910-291-7000

Good afternoon, my name is Greg Wood. Ihave served as the President and Chief
Exceutive Officer of Scotland Memorial Hospital and been a Scotland County
community member since 1990, T am here today to comment on the proposed
Methodology and Need Determination for Cardiac Catheterization Equipment in
Scotland County. [ am specifically here to request that the Plan he amended to include a

shared fixed cardiac catheterization luboratory for Scotland Ceunty.

Let me first thank the State Health Coordinating Council (SHCC) and the Division of
Facilities Services Planning Staff for providing the opportunity today for me to come and

comment on the Proposed 2008 State Medical Factlines Plan.

Scotland Memorial Hospital is a 97-bed acute care facility in Launnburg, North Carolina
and has recently reccived State approval for 21 additional beds. We are independent. not for

profit. and community owned. As the only hospital in rural Scotland County. Scotland




to the mobile pad outside the front entrance of the hospital. When the procedure is

complete. they are wheeled back through the hatlways to recovery.

Continuing to add mobile days of cardiac cath service and waiting unti} the Plan shows a
need in Scottand County will result in an unacceptably long delay in full-time cardiac cath
service in Scotland County.  Even with a need listed in the 2008 Plan, it will be 2010 before
we could begin servicing our community. We are dealing with a population with advanced
cardiac disease that needs adequate access 1o these services now. Please do not delay our
ability to make this resource available 24:7 by yet another vear. We currently have 67
active physicians on our medical staff in a wide range of 20 specialtics. We have two full-
time and one part-time board certified cardiologists, with a verbal offer recently exterded to
a locally bom cardiologist finishing his fellowship. We have expenence providing tins
service with quality outcomes. We also have the appropniate physicians on staff with the
required back up in place. Our cardiologists have performed over 1.700 caths at Scotland
Memorial since 2002 - more than enough to remain proficient. Yet, we are forced to refer
oul many service area patients 1o First Health Moore, UNC and Duke each vear because
mohile cardiac cath service limits our capacity so severely and we do not have a 04-shee

C 1. Making us wait only increascs the overhead we pav to a mobile provider and restricts

the availability of the service.

With over 3.000 cardiac catheterizations in our SETVICC arca every year, it will tuke only a
token 7 percent market share to surpass the 225 procedure threshold required by
Administrative Rule 10A NCAC 14C 1603 (d) Performance Standards for shared fixed
cardiac cath cquipment. A conservative market share of 15 percent will sustain u strong
shared fixed cardiac cathetenzation laboratory with more than doublc the 225 shared
procedure threshold. More importantly, offering a shared fixed Jab will permit our
medical staff to give our patients the healthcare services they deserve in their home

commumiy.

The role of the State Planning process in containing costs and minimizing duplication 1s

an important one. It is equally important to consider the second basic plan principal. -
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viable alternative exists that would not create continued adverse effects on our county’'s

residents.

In conclusion. I want to thank the SHCC and Planning Staff for their service to our state,
This process 1s still the soundest mechanism for fairly determining healih care needs for our

great state.

And. on behalf of our Board, staff, and physicians and more importantly, our service area
residents and Scotland Memornal Hospital patents, [ want to thank vou for thc opportunity
to make this request today. Failing to grant our request would fail to promote adequate

access to quality health care services for those residents.

Thank you.
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